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the Reader Aids section at the end of this issue. 


7 CFR 


21 CFR 
Proposed Rules: 








Rules and Regulations 


the Code of Federal Regulations, which is 
published under 50 titles pursuant to 44 


first FEDERAL REGISTER issue of each 
week. 


DEPARTMENT OF AGRICULTURE 
Farmers Home Administration 
7 CFR Part 1980 


Business and industrial Loan Program 


AGENCY: Farmers Home Administration, 
USDA. 


ACTION: Final rule. 


SUMMARY: The Farmers Home 
Administration [FmHA) amends its 
Business and Industrial (B&I) Loan 
Program regulations to provide for a 
change in administrative instructions to 
this subpart. This action is necessary 
because of a change in the form number 
of the management system card used 
with the Rural Community Facility 
Tracking System (RCFTS). The intended 
effect is to prescribe Form FmHA 2033- 
34, “Management System Card— 
Business and Industry,” for use by 
FmHA State offices. 


EFFECTIVE DATE: November 23, 1984. 


FOR FURTHER INFORMATION CONTACT: 
Dwight A. Carmon, Loan Specialist, 
Business and Industry Division, FmHA, 
USDA, 14th and Independence Avenue, 
S.W., Washington, D.C. 20250, 
Telephone: (202) 475-3811. 
SUPPLEMENTARY INFORMATION: This 
final action has been reviewed under 
USDA procedures established in 
Departmental Regulation 1512-1 which 
implements Executive Order 12291 and 
has been determined to be exempt from 
those requirements because it involves 
only internal agency management. It is 
the policy of this Department to publish 
for comment rules relating to public 
property, loans, grants, benefits, or 
contracts notwithstanding the 
exemption in 5 U.S.C. 553 with respect 
to such rules. The amended regulation 
replaces Form FmHA 2033-37, “Rural 
Community Facility Applicant/Borrower 


Definition,” Form FmHA 2033-38, “Rural 
Community Facility and Funding Data,” 
Form FmHA 2033-39, “Rural Community 
Facility Status Detail,” Form 2033-40, 
“Rural Community Facility Fund 
Dispositions,” and Form FmHA 2033-41, 
“Rural Community Facility Actual 
Verification of Employment and Users,” 
with Form FmHA 2033-34, 
“Management System Card—Business 
and Industry.” This form is completed 
by FmHA personnel and wil! be used for 
internal control purposes only. 
Therefore, this action is not published 
for proposed rulemaking since it 
involves only internal Agency 
management and publication for 
comment is unnecessary. 

The Catalogue of Federal Domestic 
Assistance Number for Business and 
Industrial Loans is 10.422. 

This program/activity is subject to the 
provisons of Executive Order 12372 
which requires intergovernmental 
consultation with State and local 
officials. See 7 CFR Part 3015, Subpart V 
(48 FR 29115, June 24, 1983) and FmHA 
Instruction 1940-J, “Intergovernmental 
Review of Farmers Home 
Administration Programs and 
Activities” (December 23, 1983). 

This final action has been reviewed in 
accordance with FmHA Instruction 
1940-G, “Environmental Program.” 
FmHA has determined that this final 
action does not constitute a major 
Federal action significantly affecting the 
quality of the human environment and, 
in accordance with the National 
Environmental Policy Act of 1969, Pub. 
L. 91-190, an Environmental Impact 
Statement is not required. 


List of Subjects in 7 CFR Part 1980 


Loan programs—business and 
industry, Rural development assistance, 
Rural areas. 


PART 1980—GENERAL 


Accordingly, Subpart E of Part 19890, 
Chapter XVIII, Title 7, Code of Federal 
Regulations is amended by revising 
“Administrative” paragraph B 2 in 
Section 1980.451 to read as follows: 


§ 1980.451 Filing and processing 
applications. 


* + 


Administrative 


* * * 


BR*** 
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2. Will prepare Form FmHA 2033-34, 
“Management System Card—Business and 
Industry” in accordance with FmHA 
Instruction 2033-F. Form FmHA 2033-34 will 
be used as the resource document to input the 
necessary data via data terminal screens into 
the Rural Community Facility Tracking 
System (RCFTS). The RCFTS data structure 
consists of 3 sets: Applicant/Borrower (BOR)}, 
Facility (FAC), and Fund Request (FRQ) sets. 
There are multiple screens for the FAC and 
FRQ sets. 
+. ao * * * 

Authority: 7 U.S.C. 1989; 7 CFR 2.23; 7 CFR 
2.70. ; 

Dated: October 11, 1984. 

Neal Sox Johnson, 

Acting Administrator, Farmers Home 
Administration. 

[FR Doc. 84-30733 Filed 11-21-84; 8:45 am] 
BILLING CODE 3410-07-M 


DEPARTMENT OF ENERGY 
10 CFR Part 1046 


Defense Programs; Physical 
Protection of Security interests; 
General; Protective Force Personnel 


AGENCY: Defense Programs, Department 
of Energy. 
ACTION: Final rule. 


summary: The Department of Energy 
(DOE) is adopting regulations which set 
forth medical and physical fitness 
qualification standards for protective 
force personnel. The purpose of the 
standards is to ensure that protective 
force personnel at DOE facilities can 
effectively perform their normal and 
emergency duties without undue hazard 
to themselves, fellow employees, the 
plant site and the general public. 
Generally, the rules require incumbent 
and applicant protective force personnel 
at government-owned facilities to meet 
certain medical and physical fitness 
qualification standards, including 
professionally developed and validated 
physical fitness standards for persons 
authorized to carry firearms pursuant to 
42 U.S.C 2201(k) or other statutes. 
EFFECTIVE DATE: December 24, 1984. 
FOR FURTHER INFORMATION CONTACT: 
Martin J. Dowd, Department of Energy, 
Defense Programs, DP 343, 
Germantown, Washington, D.C. 20545, 
(301) 353-4642 
Barry Rich, Department of Energy, 
Defense Programs, DP 343.3 





Germantown, Washington, D.C. 20545, 
(301) 353-4243 

W. Mayo Lee, Department of Energy, 
Office of General Counsel, Room 6D- 
033, Forrestal Building, 1000 
Independence Avenue, SW., 
Washington, D.C. 20585, (202) 252- 
6958. 


SUPPLEMENTARY INFORMATION: 


I. Background 

II. Discussion 

Ill. Discussion of Comments 
IV. Administrative Procedures 


I. Background 


On January 31, 1978 the Secretary of 
Energy issued Interim Management 
Directive 6102 (IMD) entitled “Physical 
Protection of Classified Matter and 
Information.” The IMD included medical 
qualification standards for guards 
(unarmed protective force personnel) 
and medical and physical fitness 
qualification standards for security 
inspectors (armed protective force 
personnel). The physical fitness 
qualifications for security inspectors 
recommended in that document were 
withdrawn on March 25, 1980. To insure 
the accuracy and appropriateness of a 
physical fitness qualification standard, a 
private firm, Professional Management 
Associates (PMA), was retained by DOE 
to develop and validate physical fitness 
qualification standards for security 
inspectors. The medical qualification 
standards for all protective force 
personnel remained in effect. 

On September 30, 1982 PMA 
submitted to DOE the professionally 
developed and validated study, Physical 
Standards Validation Study. The PMA 
study concluded that, at a minimum, the 
best and most accurate predicator of a 
security inspector's ability to perform 
“offensive combative” security duties 
was his or her ability to run one (1) mile 
in eight (8) minutes and thirty (30) 
seconds or less and to run a forty (40) 
yard prone to running dash in eight (8) 
seconds or less. In addition, the 
minimum qualification standard for 
“defensive combative” security 
inspectors was determined to be the 
ability to run one-half (0.5) mile in four 
(4) minutes and forty (40) seconds or 
less and a forty (40) yard prone to 
running dash in eight (8) and one-half 
(0.5) seconds or less. 

On May 14, 1984 DOE issued a notice 
of proposed rulemaking (49 FR 20436) 
setting forth proposed medical and 
physical fitness qualification standards 
for contractor employed protective force 
personnel. The physical fitness 
qualification standards for security 
inspectors were those developed and 
validated by PMA. The medical 
standards for security inspettors and 


guards were developed by a team of 
highly qualified medical doctors and 
have been continuously applied to 
protective force personnel by DOE. 
Also, DOE proposed, that until security 
inspectors met the appropriate physical 
fitness qualification standard, they 
participate in a physical fitness training 
program to ensure that they were in 
good physical condition in order to meet 
the appropriate physical fitness 
qualification standard with no adverse 
impact. 

DOE held four hearings in various 
parts of the country and accepted 
written comments on the proposed rule 
until June 13, 1984. In addition, to ensure 
that all interested parties had an 
opportunity to participate in the 
rulemaking process, DOE issued press 
releases and wrote letters to union 
officials representing protective force 
personnel to inform them of the 
proposed rules, to solicit their comments 
and to invite their participation in the 
rulemaking process. 


II. Discussion 


The nation-wide nuclear program 
administered by the Secretary of Energy 
principally is conducted at nuclear 
facilities owned by the federal 
government, but operated by private 
industry. Because of the nature of the 
material, equipment, data and personnel 
found at these facilities, each facility 
must be afforded a high degree of 
physical security. Such security is 
provided, in part, by the uninterrupted 
presence of privately employed security 
inspectors and guards. The security 
inspectors are the first line of human _ 
defense against terrorist or other assault 
on this nation’s nuclear facilities, 
weapons, materials and technologies at 
these facilities. Even though the 
facilities are operated by contractors, 
the Secretary of Energy is ultimately 
responsible for the physical security of 
the facilities and the protection of the 
facilities’ employees. 

Recently, DOE has evaluated its 
security operations and concluded that 
the increasing threat of terrorist, 
paramilitary and other criminal as well 
as civil threatening activity requires that 
DOE strengthen its security capabilities. 
DOE believes the medical and physical 
fitness of protective force personnel is 
essential to its security operations, and 
thus to the country’s common defense 
and security. Furthermore, DOE believes 
that its protective force personnel, and 
especially its security inspectors, must 
be in good physical condition in order to 
withstand terrorist or other adverse 
activities. Accordingly, DOE is today 
adopting minimum medical and physical 
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fitness qualification standards for its 
protective force personnel. 

The rules adopted today require the 
following: 

1. Incumbent and applicant security 
inspectors and guards shall meet the 
applicable medical qualification 
standards set forth herein. Current 
waivers to the medical standards 
renfain in effect and future waivers may 
be granted. 

2. Incumbent and applicant security 
inspectors shall meet certain physical 
fitness qualification standards. The most 
exacting standard is for the “offensive 
combative” security inspectors and 
includes running a mile in eight (8) 
minutes and thirty (30) seconds or less 
and a forty (40) yard prone to running 
dash in eight (8) seconds or less. The 
qualification standard for the “defensive 
combative” security inspectors includes 
running one-half (0.5) mile in four (4) 
minutes and forty (40) seconds or less 
and a forty (40) yard prone to running 
dash in eight (8) and one-half (0.5) 
seconds or less. 

3. Any incumbent security inspector 
who does not meet the applicable 
physical fitness standard within one 
year of the effective date of this rule 
shall not be employed in such position. 

4. All applicant security inspectors 
shall meet the applicable physical 
fitness qualification test before being 
employed as a security inspector. 

5. All security inspectors shall 
requalify under the applicable physical 
fitness standard at least once every 
twelve (12) months after his or her initial 
qualification. A security inspector who 
fails to requalify within thirty (30) days 
of the anniversary date must participate 
in a physical fitness training program. A 
security inspector must requalify within 
six (6) months of the anniversary date. 

6. Beginning not later than one month 
after the effective date of this rule, any 
incumbent security inspector who has 
not qualified under the appropriate 
physical fitness qualification standard 
shall participate in a physical fitness 
training program. Security inspectors 
may enter the training program after it 
has begun at a point appropriate to their 
current medically certified physical 
fitness. However, once a security 
inspector enters the training program, he 
or she must complete the training 
program before attempting to meet the 
appropriate physical fitness 
qualification standard. 

7. The maximum time period an 
incumbent security inspector has to 
meet the appropriate qualification 
standard is twelve (12) months from the 
effective date of this rule. For example, 
a security inspector has one month from 
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the effective date of the rule to meet the 
appropriate standard. If the security 
inspector fails to meet the appropriate 
standard during this month, he or she 
shall participate in a physical fitness 
training program. The DOE designed 
training program takes almost 21 weeks 
to complete. At the end of the training 
program the security inspector has one 
month to meet the appropriate standard. 
If the security inspector fails to meet the 
appropriate standard during this testing 
period, he or she shall take additional 
physical fitness training. At the end of 
the second training program, the 
security inspector has one month to 
meet the appropriate standard. No 
additional training or retesting will be 
permitted. 

8. Security inspectors shall be 
permitted a minimum of two (2) and a 
maximum of six (6) opportunities to 
meet the appropriate physical fitness 
qualification test during the appropriate 
testing time period. 

9. All security inspectors shall obtain 
a medical certification as to their fitness 
prior to participation in the training 
program and to taking the physical 
fitness qualification test. All security 
inspectors shall take the physical fitness 
qualification standard test within thirty 
(30) days of being medically certified to 
take the test or within thirty (30) days of 
completing a physical fitness training 
program. 

10. An incumbent security inspector 
who has met the physical fitness 
qualification standard within 3 months 
prior to the effective date of this rule 
may consider it his or her initial 
qualification. 

DOE believes the adoption of these 
medical and physical fitness 
qualification standards will insure the 
fitness of its security force personnel, 
and consequently, will render its 
security operations more effective. 
Accordingly, DOE deems it in the 
interest of the common defense and 
security to adopt these standards. 


III. Discussion of Comments 


DOE held public hearings in 
Albuquerque, Livermore, Oak Ridge and 
Washington, D.C. and received written 
comments on these rules. Over thirty 
(30) interested parties testified at the 
hearings and over fifteen (15) written 
comments were received during the 
thirty (30) day comment period. Most of 
the comments concerned the physical 
fitness qualification standards for 
security inspectors. Generally, the oral 
and written comments may be divided 
into three areas: (1) The possible effects 
the physical fitness qualification 
standards will have on incumbent 
security inspectors; (2) the 


appropriateness of the methodology and 
conclusions of the PMA validation 
study; and, (3) suggested changes and 
additions to the rules. 

First, many incumbent security 
inspectors objected to the physical 
fitness qualification standards being 
applied to them. They stated the 
qualification standards were not 
applicable to them when they were 
originally employed as security 
inspectors. Some commented that 
physical fitness was not a principal 
factor in their job performance and that 
experience and special training were 
more important factors in fulfilling their 
duties than physical fitness. Finally, 
several incumbent security inspectors 
elaborated on the possible economic 
consequences to them if they did not 
meet the appropriate qualification 
standard and were reassigned or 
dismissed. In conjunction with this, 
several commenters suggested that 
waivers be permitted or that a 
“grandfather provision” be added to 
these rules for incumbent security 
inspectors. 

DOE appreciates the concerns of 
incumbent security inspectors who fear 
they may not be able to meet the 
minimum physical fitness qualification 
standards. However, DOE's paramount 
statutory responsibility is to provide for 
the security of its facilities, personnel, 
and ultimately the nation. Consequently, 
it is imperative that DOE insure that 
security inspectors have the degree of 
physical fitness necessary to protect and 
defend DOE facilities and personnel 
under all adverse circumstances. Thus, 
in light of the national security interests 
at stake in this matter, DOE is unable to 
accept the suggestion that incumbent 
personnel be granted waivers or that a 
“grandfather” provision be added to the 
physical fitness qualification standards 
rules for those security inspectors who 
are unable to satisfy the standards 
despite successful completion of the 
physical fitness training program or 
because of medical disqualifications. 

The effect of granting waivers to the 
physical fitness qualification standard 
or adopting a “grandfather” provision 
would be to permit certain personnel 
who may not be physically fit the 
opportunity to remain in critical 
protective force personnel positions. An 
effective security operation requires that 
all protective force personnel be capable 
of responding in any of a multitude of 
emergency situations, and the failure or 
inability of even one inspector to 
perform adequately could have 
devastating consequences. Therefore, 
DOE believes it imperative in fullfilling 
its important task of protecting its 
facilities, employees, and other interests 


that no exceptions or waivers be 
granted to these physical fitness 
qualification standards for security 
inspectors. 

DOE is making every effort to insure 
that incumbent security inspectors can 
meet the physical fitness qualification 
standards. To this end, DOE is requiring 
that all incumbent security inspectors, 
who do not qualify under the 
appropriate standards within one month 
of the effective date of the rules adopted 
today, participate in a physical fitness 
training program. After successful 
completion of the training program DOE 
believes that all incumbent security 
inspector personnel will be able to 
satisfy the appropriate physical fitness 
qualification standard. To accommodate 
security inspectors DOE is permitting 
them to enter the training program at.a 
stage appropriate to the security 
inspector’s current state of physical 
fitness as certified by a physician. 
However, once a security inspector 
enters the training program, the training 
program must be completed before the 
qualification standards test is given. 

To protect the health and safety of its 
incumbent security inspectors, DOE is 
requiring certain medical certifications. 
The purpose of these requirements is 
twofold: DOE wants to insure that the 
risk of injury to security inspectors is 
kept at a minimum and that incumbent 
personnel are in the best physical 
condition possible before taking the 
qualification test. Thus, to protect 
security inspectors against forseeable 
injury, DOE is requiring that all security 
inspectors be medically certified as 
physically fit to participate in the 
training program, if necessary, and to 
take the applicable qualification 
standard test. Within thirty days of 
completing the physical fitness training 
program or being certified as medically 
fit to take the test, a security inspector 
must meet the applicable qualification 
standard. DOE does not want incumbent 
inspectors to delay meeting the 
applicable qualification standard once 
they are in top physical condition. 

To accommodate incumbent security 
inspectors who are currently not in good 
physical condition DOE has developed a 
physical fitness training program. The 
program is designed to get incumbent 
personnel in good physical condition so 
they can meet the physical fitness 
qualification standards. The program 
begins with very basic or remedial 
training and is designed to gradually 
improve participants physical fitness. 
DOE recommends that its training 
program serve as a model for the 
individual training programs because it 
has been demonstrated to be successful 
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in getting incumbent security inspectors 
into the degree of physical fitness 
needed to meet the qualification 
standards. 

DOE has protective force personnel at 
facilities in every region of the country. 
Consequently, there is disparity 
between facilities with respect to 
weather conditions, terrain, and the 
current physical condition of incumbent 
security inspectors. To accommodate 
these disparities DOE is permitting great 
flexibility regarding the training program 
and the taking of the qualification test. 
First, incumbent security inspectors are 
granted a one (1) month period (two 
months from publication) to qualify 
under the appropriate standard before 
remedial training is begun. Furthermore, 
security inspectors have a total time 
period of one year in which to meet the 
appropriate qualification standard. 
Second, DOE is not making its 
professionally developed training 
program mandatory. Thus, each facility 
will be allowed flexibility in developing 
a program designed specifically for its 
incumbent security inspectors, the local 
terrain and weather conditions. DOE 
believes the liberal time periods allowed 
under this rule coupled with the 
flexibility permitted in the training 
program will help ensure that all 
incumbent security inspectors are 
physically fit and can meet the 
appropriate qualification standard. 

DOE agrees with commenters that 
experience and specialized training in 
weaponry and tactics are vital to the 
efficiency and effectiveness of its 
protective force personnel. DOE is 
continually training its protective force 
personnel in weaponry and tactics and 
making efforts to develop expertise and 
gain experience through participation in 
simulated emergency situations. DOE 
does not agree, however, that training, 
experience, and physical fitness are 
factors which may be ranked or 
prioritized and believe each is an 
essential element in its security 
operations. The effectiveness of DOE’s 
protective force personnel depends on 
each individual operating at maximum 
efficiency at all times. For a security 
inspector to function at maximum 
efficiency he or she must be physically 
fit in addition to being properly trained. 

Second, several commenters 
questioned the methodology and 
conclusions of the PMA validation 
study. With respect to methodology, 
several commenters stressed the need to 
cross-validate the results of the study 
for female employees; the allegedly 
small number‘of security inspectors 
used to develop the standards; the ages 
of the participants in the study relative 


to the ages of incumbent security 
inspectors; and the appropriateness of 
applying a uniform standard to all DOE 
facilities. Regarding the conclusions of 
the PMA study, commenters 
recommended that the physical fitness 
qualification standard be graduated to 
reflect age and sex. In other words, 
female and older security inspectors 
would be required to meet a different 
and more lenient qualification standard 
than younger males. In addition, 
commenters asserted that a qualification 
standard involving only running was not 
an accurate predictor of physical fitness. 

First, several commenters stressed the 
need to cross-validate the results of the- 
study for female employees. Cross- 
validation for females is not required 
and is only appropriate when: 

1. The group in question has in fact 


been shown to be adversely impacted by 


a standard; and 

2. There is a reason to suspect 
differential prediction. 

There is no evidence of the qualification 
standards having an adverse impact on 
any particular group. Although it may be 
assumed that the average running ability 
for females is below the average running 
ability for males, it has not been shown 
that these particular standards have or 
will result in a disproportionate failure 
rate for females. For example, for 
incumbent “offensive combative” 
female security inspectors, there 
appears to be little reason to expect that 
their failure rate on the mile run will 
exceed the failure rate of incumbent 
males. By the same token, for “defensive 
combative” female incumbents, there 
appears to be little reason to expect a 
higher failure rate on the one-half (0.5) 
mile run than is experienced by their 
male counterparts. Furthermore, there 
appears to be no logical basis to suspect 
a differential prediction. In the absence 
of such a basis, cross-validation is not 
required. 

Even though not required, the PMA 
study attempted cross-validation for 
both females and older males. This was 
done in keeping with the generally 
conservative nature of the study. 
Sufficient older males were available for 
cross-validation and that cross- 
validation showed even higher 
correlation for older males than for the 
population as a whole. Sufficient 
females were not available to achieve 
cross-validation for that subgroup. 
However, the females that remained in 
the study did show correlations in the 
proper direction. 

Second, commenters criticized the 
small number of security inspectors 
used to develop the standards. For 
selecting a sample size for a research 
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study, the size o} he total population is 
less of a concern than the statistics to be 
employed in the research. For the 
statistics used in this study, a sample 
size of thirty (30) would generally be 
considered the minimum required. That 
figure was doubled for this study and a 
decision was made to try for a minimum 
of sixty (60). In fact, a total of 97 
personnel were considered of which 69 
completed all phases of the study. All of 
the personnel who participated in the 
study were not security inspectors. 
However, all were fully qualified 
auxiliary security personnel and, as 
such, had the medical qualifications, 
weapons training and other required 
relevant qualifications. 

Third, commenters questioned the 
relative ages of the participants in the 
study to the ages of incumbent security 
inspectors. At the time the study was 
conducted, the average age of the . 
national security force was estimated at 
approximately 43 years. The sample was 
selected based on this age and generally 
reflected the national average. In fact, 
older personne! were over represented 
in the sample. 

Fourth, commenters questioned the 
appropriateness of applying a uniform 
standard to all DOE facilities. The 
purpose of Phase II of the study was to 
determine the appropriateness of a 
uniform standard. All site-specific duties 
were discarded and only those duties 
and conditions common to all sites were 
used. The acceptability of this 
commonality was reaffirmed at all site 
exit conferences and at the central task 
selection.conference. Also it must be 
remembered that the standards are not 
based on routine duties that may or may 
not be site-specific. They are based on 
potential combative tactics that are 
appropriate to all facilities. 

Fifth, some commenters recommended 
that the physical fitness qualification 
standard be graduated to reflect age and 
sex. This recommendation shows a 
misunderstanding of the basis of the 
standards. The standards are predictors 
of job performance. If job requirements 
are graduated based on age and sex, the 
physical standards could be graduated 
based on age and sex. If job 
requirements are not graduated based 
on age and sex, the physical standards 
should not be. There are no such 
distinctions between security inspectors’ 
job requirements. 

Sixth, some commenters asserted that 
a qualification standard involving only 
running was not an accurate measure of 
physical fitness. Running is considered 
one of several simple measures of 
general physical fitness and DOE knows 
of no one involved in sports medicine 
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who would deny that running is one of 
several excellent measures of general 
physical fitness. Running was the 
measure chosen by the study because: 


(1) It is one of several good measures; 
(2) It is easily standardized and applied; 
(3) It appears less likely than other 
methods to result in adverse impact; and 
(4) It is more directly relatable to the 
common combative duties identified. 


Thus, the “running” test is an accurate 
predictor of physical fitness and 
appropriate for this rule. 

Third, several commenters offered 
suggestions regarding amendments or 
changes to the proposed rule. DOE 
accepts several of the suggested changes 
and is incorporating them into the final 
rule. 

First, DOE accepts the suggestion 
offered by several commenters that the 
time period for meeting the physical 
fitness qualification standards be 
lengthened to twelve (12) months. This 
will permit security inspectors to 
participate in a physical fitness training 
program and do additional individual 
training before attempting to qualify. 
Also, it will permit DOE contractors to © 
stagger the testing and to provide an 
opportunity for training and re-testing. 

Second, DOE agrees with several 
suggestions that special response teams 
be established to respond to emergency 
situations. Currently, DOE is developing 
and training such teams at several of its 
facilities. DOE believes these teams will 
greatly enhance DOE's security 
capabilities and will be a valuable 
supplement to its current security 
organization. DOE stresses, however, 
that such special teams in no way lessen 
the need for an effective and efficient 
protective force personnel. As such 
teams are developed, however, it is 
probable that some of the “offensive 
combative” personnel may be 
redesignated as “defensive combative” 
personnel. 


IV. Administrative Procedures 
A. Review under Executive Order 12291 


This Final Rule was reviewed under 
Executive Order 12291, 46 FR 12193, 
February 27, 1981. DOE has concluded 
that the rule is not a “major rule” under 
the Executive Order, because it will not 
result in: (1) An annual effect on the 
economy of $100 million or more; (2) a 
major increase in costs or prices for 
consumers, individual industries, State, 
Federal, or local government agencies, 
or geographic regions; or (3) significant 
adverse effects on competition, 
employment, investment, productivity, 
innovation, or on the ability of the 
United States-based enterprises to 
compete with foreign-based enterprises 


in domestic or export markets. Pursuant 
to section 3(c)(3) of Executive Order 
12291, this Final Rule was submitted to 
the Director of OMB for a 10-day review. 
The Director has concluded his review 
under that Executive Order. 


B. Regulatory Flexibility Act 


The Regulatory Flexibility Act, Pub. L. 
96-354, 94 Stat. 1164 (5 U.S.C. 601 et 
seq.), requires, in part, that an agency 
prepare a regulatory flexibility analysis 
for any final rule unless it determines 
that the rule will not have a “significant 
economic impact on a substantial 
number of small entities.” In the event 
that such an analysis is not required for 
a particular rule, the agency must 
publish a certification and an 
explanation of that determination in the 
Federal Register. This Final Rule deals 
with medical and physical fitness 
qualification standards for DOE 
protective force personnel, including 
guards and security inspectors. The 
economic impact on small businesses is 
negligible. Accordingly, pursuant to 
section 605(b) of the Regulatory 
Flexibility Act, DOE certifies that this 
Final Rule will not have a significant 
economic impact on a substantial 
number of small entities. 


C. Environmental Review 


DOE has determined that this Final 
Rule is not a major Federal action with 
significant environmental impact and 
therefore does not require preparation of 
an environmental assessment or 
environmental impact statement under 
the National Environmental Policy Act 
of 1969, as amended (42 U.S.C. 4321 et 
seq.) 

D. Paperwork Reduction Act 


The collection of information 
requirements in this Final Rule was 
submitted to the Office of Management 
and Budget in accordance with section 
3504(h) of the Paperwork Reduction Act, 
44 U.S.C. et seq., and procedures 
implementing that Act, 5 CFR 1320.1 et 
seq. The OMB control number is 1910- 
1800. 


E. FERC Review 


Pursuant to the requirements of the 
DOE Act, Section 404(a), DOE referred 
the Notice of Proposed Rulemaking to 
the FERC for review. FERC requested 
and DOE hereby clarifies that this Final 
Rule will not affect protective force 
personnel at FERC facilities and applies 
only to DOE contractor employed 
personnel at DOE facilities. 


Lists of Subjects in 10 CFR Part 1046. 


This is a new Part. Subjects include: 
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Security Measures, Medical and 
physical fitness/qualification standards, 
Government contracts. 

Authority: Atomic Energy Act, 68 Stat. 919, 
[42 U.S.C. 2011 et seqg.]; Department of Energy 
Organization Act, Pub. L. 95-91, 91 Stat. 565 
[42 U.S.C. 7101 et seq.] 


In consideration of the foregoing DOE 
adds a new Part 1046 to Chapter X, Title 
10 of the Code of Federal Regulations. 


Issued at Washington, D.C. this 15th day of 
November, 1984. 
William W. Hoover, 
Assistant Secretary for Defense Programs. 


1. Part 1046 is added to 10 CFR 
Chapter X to read as follows: 


PART 1046—PHYSICAL PROTECTION 
OF SECURITY INTERESTS 


Subpart A—General 


Sec. 

1046.1 Purpose. 
1046.2 Scope. 
1046.3 Definitions. 


Subpart B—Protective Force Personnel 

1046.11 Medical and‘Physical Fitness 
Qualification Standards. 

1046.12 Physical Fitness Training Program. 

1046.13 Medical Certification. 

Appendix A to Subpart B, Part 1046—Medical 
and Physical Fitness Qualification 
Standards. 

Authority: [Sec. 2201, Pub. L. 83-703, 68 
Stat. 919 (42 U.S.C. 2011 et seqg.); Sec. 7151, 
Pub. L. 95-91, 91 Stat, 565, (42 U.S.C. 7101 et 
seq.)] 


Subpart A—General 


§ 1046.1 Purpose. 

The purpose of this Part is to set forth 
Department of Energy, hereinafter 
“DOE,” security policies and procedures 
regarding the physical protection of 
security interests. 


§ 1046.2 Scope. 

This Part applies to DOE contractor 
employees at Government-owned 
facilities, whether or not privately 
operated. 


§ 1046.3 Definitions. 


For the purposes of this Part: 

Contractor. The term “contractor” 
includes subcontractors at all terms. 

Defensive Combative Personnel. 
Security inspectors other than offensive 
combative personnel. 

Designated Physician. An 
occupational medical physician who is 
recommended by the designated 
management supervisory official of the 
local DOE field office and authorized by 
the Medical Director, Office of 
Operational and Environmental Safety, 
Headquarters, to determine the medical 
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and physical condition of protective 
force personnel. When an occupational 
medical physician is not available, 
physicians who are not board-certified 
in occupational medicine may be 
recommended and authorized by the 
Medical Director as designated 
physicians for the purpose of this Part. 
Designated physicians need not be 
employed full-time, but contractually 
shall be responsible to DOE for 
performance of the medical functions 
required by this Part. 

Facility. An educational institution, 
manufacturing plant, laboratory, office 
building or other area utilized by the 
DOE or its contractors or subcontractors 
for the performance of work under DOE 
jurisdiction. 

Field Organization. Any 
organizational component of the DOE 
located outside the Washington, D.C. 
metropolitan area. 

Guard. An unarmed individual who is 
employed for, and charged with, the 
protection of classified matter or 
Government property. 

Medical Condition. General health, 
physical condition, and emotional and 
mental stability. 

Offensive Combative Personnel. 
Security inspectors assigned to response 
force duties including pursuit and 
assault functions. 

Protective Force Personnel. Guards 
and security inspectors assigned to - 
protective details, who are employed to 
protect DOE security interests. 

Security Inspector. A uniformed - 
person who is authorized under section 
161.k of the Atomic Energy Act of 1954, 
as amended, or other statutory 
authority, to carry firearms and to make 
arrests without warrants and who is 
employed for, and charged with, the 
protection of classified matter, special 
nuclear material, or other Government 


property. 


Subpart B—Protective Force 
Personnel 


§ 1046.11 Medical and Physical Fitness 
Qualification Standards. 

(a) Except as provided in 
subparagraph (b) DOE contractors shall 
not employ as protective force personnel 
any individual who fails to meet the 
applicable medical and physical fitness 
qualification standards as set forth in 
Appendix A, to this Subpart, ‘Medical 
and Physical Fitness Qualification 
Standards.” 

(b)(1) Incumbent security inspectors 
have until {insert date 12 months from 
effective date of regulation) to meet the 
applicable physical fitness qualification 
standards. 


(2) Current-waivers to the medical 
qualification standards remain in effect 
and future waivers are permitted. 

(c) Each security inspector shall meet 
the applicable medical and physical 
fitness qualification standards every 
twelve months after the initial 
qualification. Each guard shall meet the 
applicable medical standards every two 
(2) years after the initial qualification. 


§ 1046.12 Physical Fitness Training 
Program. 

(a) Beginning January 24, 1985, each 
incumbent security inspector, who has 
not met the applicable physical fitness 
qualification standard, shall participate 
in a DOE approved physical fitness 
training program. Once an incumbent 
security inspector has begun a physical 
fitness training program, it must be 
completed before the security inspector 
may take the applicable physical fitness 
qualification standards test. Once a 
physical fitness training program is 
completed, an incumbent security 
inspector has thirty (30) days to meet the 
applicable physical fitness qualification 
standards. 

(b) An incumbent security inspector 
who fails to qualify within thirty (30) 
days of completing a physical fitness 
training program shall participate in an 
additional training program. Upon 
completion of the additional physical 
fitness training program the security 
inspector has thirty (30) days to meet the 
applicable physical fitness qualification 
standard. No additional training or time 
extension to meet the standards is 


’ permitted except for unusual 


circumstances as set forth in the 
Appendix, Paragraph G(2). 

(c) A security inspector who fails to 
requalify within thirty (30) days after his 
or her yearly anniversary date of the 
initial qualification shall participate in a 
physical fitness training program. 
Security inspectors have a maximum of 
six (6) months from the anniversary date 
to requalify. 


5 1046.13 Medical Certification. 


Each individual shall have a medical 
examination within thirty (30) days 
preceding participation in a physical 
fitness training program and the 
physical fitness qualification standards 
test, and a determination and written 
certification by a designated physician 
that there are no foreseeable medical 
risks as disclosed by the medical 
examination to the individual's 
participation in a physical fitness 
training program and the physical 
fitness qualification standards test. 
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Appendix A to Subpart B of Part 1046— 
Medical and Physical Fitness Qualification 
Standards 


A. Applicability. This Appendix A to 
Subpart B of Part 1046 provides the minimum 
medical and physical fitness qualifications, 
criteria, and guides to be used by designated 
physicians and management supervisory 
officials in advising responsible DOE officials 
whether the medical and physical condition 
of protective force personnel to be employed 
by DOE contractors reasonably assures that 
they can effectively perform their normal and 
emergency duties without undue hazard to 
themselves, fellow employees, the plant site 
and the general public. 

B. Application of Medical and Physical 
Fitness Qualification Standards. 

(1) The standards in this Appendix are the 
minimum necessary to determine the medical 
and physical capability of protective force 
personne! to perform all normal and 
emergency duties effectively and safely. 

(2) Security inspector applicants shall meet 
the applicable medica! and physical fitness 
standards in this Appendix prior to 
assignment to security inspector duties. 

(3) Incumbent security inspectors shall 
meet the applicable physical fitness 
standards in this Appendix within one year 
of the effective date of these standards and 
once every twelve months thereafter or shall 
be relieved of security inspector duties 
subject to the provisions in paragraph G 
below. 

(4) Incumbent security inspectors shall 
meet the applicable medical standards prior 
to assignment to security inspector duties and 
annually thereafter, subject to the provisions 
of paragraph G below. 

(5) Guards shall meet the applicable 
standards in this Appendix prior to 
assignment to guard duties and biennially 
thereafter, subject to the provisions of 
paragraph J below. 

(6) The determination of whether or not the 
examinee meets the medical standards in this 
Appendix shall be made by a designated 
physician. 

(7) The determination of whether or not the 
examinee meets the physical fitness 
standards in this Appendix shall be made by 
a designated management supervisory 
official in coordination with a designated 
physician. 

(8) When a designated physician 
determines that special medical evaluations 
and practical performance tests are 
necessary in order for an examinee to 
demonstrate the examinee’s abilities to 
perform all normal and emergency duties, a 
determination of the adequacy of 
performance shall be made by a designated 
physician. 

(9) For those facilities where it is necessary 
to determine the medical qualification of 
security inspectors or security inspector 
applicants to perform special assignment 
security inspector duties which might require 
exposure to unusually high levels of stress or 
physical exertion, field office managers may 
develop more stringent medical qualification 
requirements or additional medical or 
physical tests as necessary for such 
determinations. All such additional 
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qualification requirements shall be 
forwarded, with justification, for the approval 
of the Director of Safeguards and Security, 
Headquarters, prior to application and if 
approved, shall be implemented in the same 
manner that these qualification standards 
have been implemented. 

(10) The provisions of DOE 5480.1A, 
ENVIRONMENTAL PROTECTION, SAFETY, 
AND HEALTH PROTECTION PROGRAM 
FOR DOE OPERATIONS, of 8-13-81, Chapter 
Vill, Part 4 apply for return to work after 
recovery from a temporarily disqualifying 
medical or surgical condition. 

C. Administrative Procedures and 
Requirements. 

(1) Medical Confidentiality and Retention 
of Medical Reports. 

(a) The medical information and data on 
each employee or applicant shall be 
maintained as confidential, privileged 
medical information and shall not be released 
by a designated physician without the written 
consent and release of the employee or 
applicant, except as permitted or required by 
law. 

(b) When an individual has been examined 
by a designated physician, all available 
history and test results should be retained by 
the responsible DOE or DOE contractor 
medical department, in accordance with DOE 
5480.1A, Chapter VIII, Part 4, whether or not 
the individual completes the examination, 
and whether or not potentially disqualifying 
defects are recorded. 

(2) Change of Health Status of Protective 
Force Personnel. 

(a) It is the specific responsibility of 
protective force employees to report 
immediately to their supervisor any known or 
suspected change in their health which might 
impair their capacity for duty or the safe and 
effective performance of assigned job duties. 

(b) Supervisory personne! have the 
responsibility to make a timely report to a 
designated physician on any behavorial and 
health changes and deterioration in work 
performance that is observed in protective 
force personnel under their jurisdiction. 
Examples of areas that may indicate medical 
and emotional problems include: incidents of 
ineptness, poor judgment, lack of physical or 
emotional stamina, social incompatibility, 
excessive absence, lateness, and a tendency 
to become accident prone. 

(3) Use of Corrective Devices. 

(a) When the use of corrective devices, 
such as eyeglasses and hearing aids, is 
required to enable an examinee to meet 
successfully medical qualification 
requirements, a determination shall be made 
by a designated line supervisory authority 
that the use of all such devices is compatible 
with.all emergency and protective equipment 
that the examinee may be required to wear or 
use while performing his or her assigned job 
duties. 

(b) It is incumbent upon cognizant field 
office management to exercise all reasonable 
and practicable effort to accommodate 
required emergency and protective equipment 
to the use of corrective devices, including the 
provision of equally effective alternate 
equipment if such is available. 

(c) If eyeglasses are used, they shall be of 
the safety glass type. 


D. Security Inspector Medical 
Qualification Standards. 

(1) General Qualifications. 

The examinee shall possess mental, 
sensorial, and motor skills as required to 
perform safely and effectively all assigned 
job duties. Such qualifications include: 

(a) Mental alertness and reliable judgment; 

(b) Acuity of senses and ability of 
expression sufficient to allow accurate 
communication by written, spoken, audible, 
visible, or other signals; and, 

(c) Motor power, range of motion, 
neuromuscular coordination and dexterity. 

(2) Specific Minimum Qualifications. 

(a) Head, Face, Neck, Scalp. Configuration 
suitable for fitting and effective use of 
personal protective equipment when the use 
of such equipment is required by assigned 
normal or emergency job duties. 

(b) Nose. Ability to detect odor of products 
of combustion and of tracer and marker 
gases. 

(c) Mouth and Throat. Capacity for clear 
and audible speech as required for effective 
communication on the job. 2 

(d) Ears. Hearing loss in the better ear not 
to exceed 30 db average at 500, 1000, 2000 Hz 
with no level greater than 40 db in any of 
these frequencies (by ISO 1964 and ANSI 
1969 audiometry). If a hearing aid is 


“necessary, suitable testing procedures shall 


be used to assure auditory acuity equivalent 
to the above requirement. 

(e) Eyes. 1 Distant Visual Acuity. 

(a) Uncorrected acuity of no less than 20/ 
200 in the better eye. 

(5) Corrected acuity of at least 20/30 in the 
better eye and 20/40 in the other eye. 

(c) If uncorrected distant vision in the 
better eye is not at least 20/40, security 
inspectors shall carry an extra pair of 
corrective lenses. 

2 Near Visual Acuity. Corrected or 
uncorrected vision of at least 20/40 (14/28 
Snellen) in the better eye. 

3 Color Vision. Ability to distinguish red, 
green, and yellow. Special color vision testing 
and certification shall be required where fine 
color discrimination is critical to the safe or 
effective performance of assigned job tasks. 

4 Peripheral Vision. Field of vision in the 
horizontal meridian shall not be less than a 
total of 140 degrees. 

5 Depth Perception. Adequate depth 
perception as measured by stereopsis or 
demonstration in a practical operational test. 

(f) Cardiorespiratory. 

1 Respiratory. Capacity and reserve to 
perform physical exertion in emergencies at 
least equal to the demands of the job 
assignment, and ability to utilize respiratory 
protective filters and air supply masks when 
this emergency equipment is required by 
assigned job requirements. 

2 Cardiovascu/ar. Normal configuration 
and function. Capacity for exertion during 
emergencies. Normal resting pulse; regular 
pulse. Full symmetrical pulses in extremities 
and neck. Normotensive, with tolerance to 
rapid postural changes. If an examination 
reveals significant cardiac arrhythmia, 
murmur, enlargement, hypertension, 
hypotention, or other evidence cf 
cardiovascular abnormality, an evaluation by 
a specialist in internal medicine or cardiology 
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may be required and evaluated by a 
designated physician. 

(g) Abdomen and Viscera. No clinically 
significant abnormalities. 

(h) Musculo-Skeletal. Normal symmetrical 
structure, range of motion, and power. 

(i) Skin. No significant abnormal 
intolerance to chemical, mechanical and 
other physical agents. Capability to tolerate 
use of personal protective covering and 
decontamination procedures when required 
by assigned job duties. 

(j) Endocrine/Nutritional/Metabolic. 
Endocrine/nutritional/metabolic status 
adequate to meet the stresses and demands 
of assigned normal and emergency job duties. 
Ability to accommodate to changing work 
and meal schedules without potential or 
actual incapacity. 

(k) Hematopoietic. Normal function. 

(l) Lymphatic. Normal. 

(m) Neurological. Normal central and 
peripheral nervous system function. 

(n) Mental and Emotional. Normal mental 
status and an absence of neurotic or 
psychotic conditions which would affect 
adversely an ability to handle firearms safely 
or to act safely and effectively under normal 
and emergency conditions. 

(o) Laboratory. 

1 Hemogram. Freedom from clinically 
significant abnormalities of the formed 
elements of the blood that could reasonably 
be expected to affect the safe and effective 
performance of assigned duties. 

2 Urinalysis. Absence of proteinuria and 
glycosuria tnless the absence of a 
disqualifying systemic or genitourinary 
condition and the absence of significant 
microscopic abnormality has been 
demonstrated. 

3 Other Studies. Any other medical 
investigative procedure, including 
electrocardiogram and chest x-ray, which a 
designated physician considers necessary for 
adequate medical evaluation. 

E. Security Inspector Medical 
Disqualification Standards. 

(1) Freedom from Incapacity. The 
examinee shall be free of any condition, 
habit, or practice which could reasonably be 
expected to result in sudden, subtle, or 
unexpected incapacitation. 

(2) Conditions for Medical 
Disqualification. The presence of any of the 
following conditions shall disqualify the 
examinee from employment as a security 
inspector. 

(a) Respiratory. Significant pulmonary 
pathology or decrease in pulmonary function 
which could interfere with the safe and 
effective performance of assigned job duties. 

(b) Cardiovascular 

1. Ischemic Heart Disease 

2. Myocardial Infarction 

3. Coronary Insufficiency 

4. Angina Pectoris 

5. Heart Failure 

6. Significant Arrhythmia 

7. Arterial Aneurysm 

8. Significant Peripheral Vascular 
Insufficiency 

9. Corrective Heart Surgery 

10. Corrective Arterial or Great Vessel 
Surgery 





11. Prosthetic Valve 

12. Artificial Pacemaker 

(c) Endocrine/Nutritional/Metabolic. 

1 Any endocrine, nutritional, or 
metabolic condition that would not allow the 
examinee adequately to meet the stresses 
and demands of assigned normal or 
emergency job duties. 

2 Inability to accommodate to changing 
work schedules or to a delay in meals 
without potential or actual incapacity. 

3 Inability to tolerate prolonged use of 
wearing of protective garments such as 
respirator masks, air masks, or bullet- 
resistant garments. 

4 Diabetes mellitus requiring the use of 
insulin. Uncontrolled diabetes, ketoacidosis, 
or diabetic coma within the previous 2 years. 

5 Obesity of such degree that it would 
interfere with the safe and effective 
performance of normal and emergency job 
duties. 

(d) Skin. Recurrent severe dermatitis or 
hypersensitivity to irritants or sensitizers 
sufficient to interfere with wearing required 
personal protective equipment or likely to be 
aggravated by or interfere with established or 
required decontamination procedures. 

{e) Hematopoietic Dysfunction. Clinically 
significant hematopoietic disorders which 
may interfere with the safe and effective 
performance of assigned job duties. 

(f) Malignant Neoplasms. Malignant 
neoplastic disease. 

(g) Neurological. 

1 History of epilepsy or other convulsive 
disorder. 

2 History of any disturbance of 
consciousness or neurological disease or any 
other presently existing condition that may 
interfere with the safe and effective 
performance of assigned job duties. 

(h) Eyes. Total blindness in one or both 
eyes. 

(i) Mental and Emotional. An established 
history or clinical diagnosis of any of the 
following: 

1 Any psychological or mental condition 
which could cause impaired alertness, 
judgment, or motor ability. A history of 
clinically significant emotiional or behavioral 
problems shall require thorough clinical 
evaluation which may include, but not 
necessarily be limited to, psychological 
testing and psychiatric evaluation. 

2 Attempted suicide or an expressed threat 
of suicide. 

3 Acondition in which a person’s intake 
of alcohol is sufficient to damage his or her 
physical health, job performance, personal 
functioning, or when alcohol has become a 
prerequisite to his or her daily functioning. 

4 Acondition in which a person is 
addicted to or dependent on drugs as 
evidenced by habitual use or a clear sense of 
need for the drug. 

5 The use of prescribed or otherwise 
legally obtainable medication taken in such a 
dosage that a temporary delay in taking such 
medication might result in unacceptable 
incapacity. Examples of such medications are 
certain dosages or requirements for steroids, 
anticoagulants, antiarrhythmics, sedatives, 
and tranquilizers. 

F. Physical Fitness Standards for Security 
Inspectors. 


All persons authorized to carry firearms 
must meet a minimum standard of physical 
fitness. There are two categories for such 
person: Offensive Combative and Defensive 
Combative. Persons net authorized to carry 
firearms are exempt from these physical 
fitness standards. 

(1) Offensive Combative Standard must be 
met by all security inspectors assigned to 
response force duties. The standard is a one 
(1) mile run with a maximum qualifying time 
of 8 mirutes 30 seconds and a 40 yard prone- 
to-running dash with a maximum qualifying 
time of 8.0 seconds. 

(2) Defensive Combative Standard must be 
met by all other seurity inspectors authorized 
to carry firearms. The standard is a one-half 
(0.5) mile run with a maximum qualifying 
time of 4 minutes 40 seconds and a 40 yard 
prone-to-running dash with a maximum 
qualifying time of 8.5 seconds. 

(3) Qualification in the appropriate 
combative standard must be accomplished 
once every twelve months and under the 
supervision of the protective force training 
officer or other individual designated by the 
responsible DOE field office. 

(4) Medical Certification. (a) Each 
individual who participates in a physical 
fitness training program to prepare to meet 
the physical fitness standards set forth in this 
Appendix shall first be certified by a 
designated physician that he or she is 
medically fit to participate in the program. 
This certification shall be obtained not more 
than 30 days prior to each individual entering 
the physical fitness training program. 

(b) Before any individual takes the physical 
fitness standards test he or she shall first be 
certified by a designated physician that he or 
she is medically fit to take the physical 
fitness qualification test. This certification 
shall be obtained not more than 30 days 
before taking the physical fitness 
qualification test. 

(c) Individuals who require less than 30 
days training prior to actual testing to meet 
the physical fitness standards need only 
obtain a single medical certification. 

(5) Initial Qualification Time Limit. 
Individuals authorized to carry firearms shall 
meet the applicable physical fitness standard 
by (insert date 12 months from date this rule 
is effective) and annually thereafter using the 
date of initial qualification as the anniversary 
date. 

(6) New Employees. Individuals authorized 
to carry firearms who are employed after the 
effective date of this rule shall meet the 
applicable physical fitness standard prior to 
his or her initial assignment to duties which 
requires such individual to carry firearms. 

(7) Training Program. Beginning {insert 
date one (1) month from date this rule is 
effective) until an incumbent security 
inspector meets the applicable physical 
fitness standards for initial qualification, he 
or she shall participate in a physical fitness 
training program. 

(8) Retraining. Any security inspector who 
fails to qualify after the initial training 
program is completed or requalify shall 
participate in one additional physical fitness 
training program. 

(9) Retesting. During each testing period a 
security inspector shall be permitted a 
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maximum of six (6) and a minimum of two (2) 
opportunities to qualify or requalify before 
such security inspector must enter a training 
program or is removed from a security 
inspector position. 

G. Waiver of Security Inspector Medical 
Standards and Time Extension to Meet 
Physical Fitness Standards. 

{1) Waivers of elements of the medical 
standards of this Appendix may be granted 
for certain otherwise disqualifying medical or 
physical deficiencies by the cognizant field 
office management provided that: 

(a) The DOE field organization authority, in 
consultation with a designated physician, 
determines that a certain medical or physical 
defect may be considered-for waiver without 
compromising the intent of these medical 
standards to assure that all security 
inspectors are capable of safely and 
effectively performing all normal and 
emergency duties. 

(b) The individual demonstrates by medical 
examination and/or practical test; as 
determined necessary by a designated 
physician, the ability to perform effectively 
and safely all routine and emergency duties. 

(c) A statement of demonstrated ability 
must be prepared by a designated physician 
and must clearly (1) identify the individual, 
(2) state the nature and degree of the specific 
medical or physical defect, and (3) record the 
satisfactory medical evaluation and/or 
performance of the practical test required by 
a designated physician. 

(d) Waivers shall be reviewed, revalidated, 
and reissued at intervals not to exceed one 
(1) year. 

(e) Individuals who have been adversely 
affected by application of the standards may 
appeal the denial of waiver to the cognizant 
DOE safeguard and security field office for 
review within 60 days after the adverse 
action. Further evidence may be offered 
relating solely to the medical or physical 
fitness of the individual involved. Such 
individual may select a representative of his 
or her own choice to assist and/or appear in 
the individual's behalf in any appeal. After 
findings and a determination have been made 
at the field office level, such individual has a 
right to petition the Director of Safeguards 
and Security, DOE Headquarters, within 30 
days of the field office's determination for a 
final determination based upon his or her 
review of the record of the case. 

(2) There will be no waivers granted from 
the physical fitness standards set forth in 
Paragraph F above. However, time 
extensions not to exceed 6 months may be 


* granted on a case-by-case basis for those 


individuals who, because of a temporary 
medical or physical condition as certified by 
a designated physician, are unable to satisfy 
the physical fitness standards within the 
required time period without suffering undue 
physical harm. 

H. Guard Medical Qualification Standards. 

(1) General Qualifications. The examinee 
shall possess mental, sensory, and motor 
skills as required to perform safely and 
effectively all assigned job duties. Such 
qualifications include: 

(a) Mental alertness and reliable judgment. 
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{b) Acuity of senses and ability of 
expression sufficient to allow accurate — 
communication by — spoken, 
visible, or other signals. 

{c) Motor power, range of motion, 
neuromuscular coordination, and dexterity. 

(2) Specific Minimum Qualifications. 

{a) Head, Face, Neck, and Scalp. 
Configuration suitable for fitting and effective 
use of personal protective equipment when 
the use of such equipment is required by 
assigned normal or ncy job duties. 

(b) Nose. Ability to detect odor of products 
of combustion and of tracer or marker gases. 

(c) Mouth and Throat. Capacity for clear 
and audible speech as required for effective 
communication on the job. 

(d) Ears. Hearing loss not to exceed 50 db 
average at 500, 1000, and 2000 Hz in one ear 
(by ISO 1964 or ANSI 1969 audiometry). 

{e) Eyes. Near and distant visual acuity, 
with or without correction of at least 20/40 in 
the better eye. One-eyed individuals may 
qualify. 

I. Guard Medical Disqualification 
Standards. 

(1) Freedom from Incapacity. The 
examinee shall be free of any condition, 
habit, or practice which could reasonably be 
expected to result in sudden, subtle, or 
unexpected incapacitation. 

(2) Conditions for Medical 
Disqualification. The presence of any of the 
following conditions normally shall disqualify 
the examinee from employment as a guard: 

{a) Respiratory. Significant pulmonary 
pathology or decrease in pulmonary function 
which could interfere with the safe and 
effective performance of assigned job duties. 

(b) Cardiovascular. 

1. Ischemic Heart Disease 

2. Myocardial Infarction 

3. Coronary Insufficiency 

4. Angina Pectoris 

5. Heart Failure 

6. Significant Arrhythmia 

7. Arterial Aneurysm 

6. Significant Peripheral Vascular 
Insufficiency 

(c) Endocrine/Nutritional/Metabolic. 

1. Diabetes Mellitus. Uncontrolled 
diabetes, ketoacidosis, or diabetic coma 
within the previous two years. 

2. Obesity. Obesity of such degree that it 
would interfere with the safe and effective 
performance of normal and emergency job 
duties. 

(d) Hematopoietic Dysfunction. Clinically 
significant hematopoietic disorders which 
may interfere with the safe and effective 
performance of assigned job duties. 

(e) Malignant Neoplasms. Malignant 
neoplastic disease. 

(f} Neurological. 

1. History of epilepsy or other convulsive 
disorder. 

2. History of any disturbance of 
consciousness or neurological disease or any 
other presently existing condition that may 
interfere with the safe and effective 
performance of assigned job duties. 

(g) Mental and Emotional. An established 
history or clinical diagnosis of any of the 
following: 

1. Any psychological or mental condition 
which could cause impaired alertness. 


judgment, or motor ability. A history of 
clini significant emotional or behavioral 


problems shall require thorough clinical 

evaluation which may include, but not 
ited to, i 

testing and psychiatric evaluation. 

2. Attempted suicide or an expressed threat 
of suicide. 

3. A condition in which a person's intake of 
alcohol is sufficient to damage his or her 
physical health, job performance, personal 
functioning, or when alcohol has become a 
prerequisite to his or her daily functioning. 

4. A condition in which a person is 
addicted te or dependent on drugs as 
evidenced by habitual use or a clear sense of 
need for the drug. 

5. The use of prescribed or otherwise 
legally obtainable medication taken in such a 
dosage that a temporary delay in taking such 
medication might result in unacceptable 
incapacity. For example, certain dosages or 
requirements for sieroids, anticoagulants, 
antiarryhythmics, sedatives, tranquilizers, 
etc. 

J. Waiver of Guard Medical Standards. 

Waivers of elements of the medical 
standards of this Appendix may be granted 
for certain otherwise disqualifying medical or 
physical deficiencies by the cognizant field 
office management provided that: 

(1) The DOE field organization authority, in 
consultation with a designated ician, 
determines that a certain medical or physical 
defect may be considered for waiver without 
compromising the intent of these medical 
standards to assure that all guards are 
capable of safely and effectively performing 
all normal and emergency duties. 

{2) The individual demonstrates by medical 
examination and/or practical test, as 
determined necessary by a designated 
physician, the ability to perform effectively 
and safely all routine and emergency duties. 

(3) A statement of demonstrated ability 
must be prepared by a designated physician 
and must clearly (1) identify the individual, 
(2) state the nature and degree of the specific 
medical or physical defect, and (3) record the 
satisfactory medical evaluation and/or of 
performance of the practical test required by 
a designated physician. 

{4} Waivers shall be reviewed, revalidated, 
and reissued at intervals not to exceed two 
(2) vears. 

(5) Individuals who have been adversely 
affected by application of these medical 
standards may appeal the denial of waiver to 
the cognizant DOE safeguard and security 
field office for review within 60 days after the 
adverse action. Further evidence may be 
offered relating solely to the medical or 
physical fitness of the individual involved. 
Such individual may select a representative 
of his or her own choice to assist and appear 
in the individual's behalf in any appeal. After 


findings and a determination have been made 


at the field office level, such individual has a 
right to petition the Director of Safeguards 
and Security, DOE Headquarters within 30 
days of the field office's determination, for a 
final determination based upon his or her 
review of the record of the case. 


(FR Doc. 84-90758 Filed 11-21-84; 8:45 am] 
BILLING CODE 6450-01-M 


NATIONAL CREDIT UNION 
ADMINISTRATION 


12 CFR Part 701 


Loans to Members and Lines of Credit 
to Members 


Correction 


In FR Doc. 84-20276 beginning on page 
30683 in the issue of Wednesday, August 
1, 1984, make the following correction: 


§ 701.21 [Corrected] 
1. On page 30688, third column, 


§ 712117 MiiN(B), first line, “January 
1986" should read “January 25, 1986”. 


BILLING CODE 1505-01-™ 


DEPARTMENT OF TRANSPORTATION 
Federal Aviation Administration 

14 CFR Part 39 

[Docket No. 84-NM-31-AD; Amdt. 39-4944] 


Airworthiness Directives; Fokker B.V. 
Model F27 Airplanes 


AGENCY: Federal! Aviation 
Administration (FAA), DOT. 


ACTION: Final rule. 


sumMaARY: This amendment adds a new 
airworthiness directive (AD) which 
requires inspections of various systems 
and equipment componenis on certain 
Fokker F27 series airplanes and 
modifications or repairs, as necessary, 
to correct unsafe conditions which may 
exist. This action is necessary to ensure 
proper operation of portable fire 
extinguishers, to ensure proper materials 
were used in fuel tank vent system 
sleeves, and to prevent leakage in the 
main and nose landing gear actuating 
rams. 


EFFECTIVE DATE: December 7, 1964. 


ADDRESSES: The applicable service 
information may be obtained from the 
Manager, Maintenance and Engineering, 
Fokker B.V., Product Support, P.O. Box 
7600, 11172] Schiphol Oost, The 
Netherlands, or may be examined at the 
Federal Aviation Administration, 
Northwest Mountain Region, Seattle 
Aircraft Certification Office, 9010 East 
Marginal Way South, Seattle, 
Washington. 

FOR FURTHER INFORMATION CONTACT: 
Mr. Roger D. Anderson, Foreign Aircraft 
Certification Branch, Seattle Aircraft 
Certification Office, FAA, Northwest 
Mountain Region; telephone (206) 431- 
2978. Mailing address: FAA, Northwest 
Mountain Region, 17900 Pacific Highway 
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South, C-68966, Seattle, Washington 
98168. 

SUPPLEMENTARY INFORMATION: The 
Netherlands Civil Aviation Department 
(RLD) has, in accordance with existing 
provisions of a bilateral agreement, 
notified the FAA of a number of unsafe 
conditions that may exist on certain 
Fokker F27 airplanes. These may be 
corrected by incorporating four (4) 
separate service bulletins which affect 
portable fire extinguishers, fuel vent 
systems, and the main and nose landing 
gear actuators rams. 

A proposal to amend Part 39 of the 
Federal Aviation Regulations to include 
an airworthiness directive requiring 
accomplishment of the previously 
mentioned inspections and 
modifications was published in the 
Federal Register on May 21, 1984 (49 FR 
21348). The comment period closed July 
9, 1984, and interested persons have 
been afforded an opportunity to 
participate in the making of this 
amendment. The one comment received 
was from the manufacturer which stated 
that Dunlop Service Bulletins 32-262 and 
32-263, issued October 1983, are 
improvements over the Dunlop service 
bulletins referenced in Fokker Service 
Bulletin F27/32-143, dated May 22, 1981, 
which is part of the requirements of 
Paragraph C. of the proposed 
amendment. The FAA agrees that 
compliance with Dunlop Service 
Bulletins 36-262 and 36-263 may be an 
acceptable alternate means of 
compliance; accordingly, Paragraph C. 
— AD has been revised to reflect 

is. 

It is estimated that approximately 10 
U.S. registered airplanes will be affected 
by this AD, that it will take 
approximately 25 manhours per airplane 
to accomplish the required actions, and 
that the average labor cost will be $40 
per manhour. Replacement parts are 
estimated at $1,000 per airplane. Based 
on these figures, the total cost impact of 
this AD to U.S. operators is estimated to 
be $20,000. For these reasons, this rule is 
not considered to be a major rule under 
the criteria of Executive Order 12291. 
Few, if any, small entities within the 
meaning of the Regulatory Flexibility 
Act will be affected. 

Therefore, the FAA has determined 
that air safety and the public interest 
require the adoption of the rule as 
proposed. 


List of Subjects in 14 CFR Part 39 
Aviation safety, Aircraft. 
Adoption of the Amendment 


Accordingly, pursuant to the authority 
delegated to me by the Administrator, 
Section 39.13 of Part 39 of the Federal 


Aviation Regulations (14 CFR 39.13) is 
amended by adding the following new 
airworthiness directive: 


Fokker B.V.: Applies to Model F27 airplanes 
as indicated in the applicability 
statement of each service bulletin listed 
below. Compliance is required within the 
time interval specified in each of the 
following paragraphs, unless already 
accomplished: 

A. To assure proper operation of the 
portable fire extinguishers, within 90 days 
after the effective date of this AD, inspect the 
cartridge holders in accordance with Fokker 
Service Bulletin F27/26-18 dated September 
28, 1981 (reference Walter Kidde Service 
Bulletin 26-20-240, revised April 28, 1981). 

B. To assure that proper rubber sleeves 
have been installed in the fuel vent system, 
within 90 days after the effective date of this 
AD, inspect the fuel tank ventilation system 
in accordance with Fokker Service Bulletin 
F27/28-55 dated April 15, 1981. Replace 
unsatisfactory parts in accordance with the 
service bulletin. 

C. To eliminate leakage from the fluid 
dampers in the main and nose landing gear 
actuating rams, within 180 days after the 
effective date of this AD, modify the 
actuating rams in accordance with Fokker 
Service Bulletin F27/32-143 dated May 22, 
1981, or in accordance with Dunlop Service 
Bulletins 36-262 and 36-263 as an alternate 
means of compliance. 

D. Alternate means of compliance which 
provide an equivalent level! of safety may be 
used when approved by the Manager, Seattle 
Aircraft Certification Office, FAA, Northwest 
Mountain Region. 

E. Special flight permits may be issued in 
accordance with FAR 21.197 and 21.199 to 
operate airplanes to a base for the 
accomplishment of inspections and/or 
modifications required by this AD. 

This amendment becomes effective 
December 7, 1984. 


(Secs. 313(a), 314{a), 601 through 610, and 
1102 of the Federal Aviation Act of 1958 (49 
U.S.C. 1354(a), 1421 through 1430, and 1502); 
41 U.S.C. 106(g) (Revised, Pub. L. 97-449, 
January 12, 1983); and 14 CFR 11.89) 

Note.— For the reasons discussed earlier in 
the preamble, the FAA has determined that 
this regulation is not considered to be major 
under Executive Order 12291 or significant 
under Department of Transportation 
Regulatory Policies and Procedures (44 FR 
11034; February 26, 1979); and it is further 
certified under the criteria of the Regulatory 
Flexibility Act that this rule will not have a 
significant economic impact on a substantial 
number of small entities since few, if any, 
Model F27 airplanes are operated by small 
entities. A final evaluation has been prepared 
for this regulation and has been placed in the 
regulatory docket. A copy may be obtained 
by contacting the person identified under the 
caption “FOR FURTHER INFORMATION 
CONTACT.” 
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Issued in Seattle, Washington, on October 
23, 1984. 
Wayne J. Barlow, 
Acting Director, Northwest Mountain Region. 
[FR Doc. 84~-30603 Filed 11-21-84; 8:45 am] 
BILLING CODE 4910-13-M 


14 CFR Part 97 
[Docket No. 24331; Amdt. No. 1282] 


Standard Instrument Approach 
Procedures; Miscellaneous 
Amendments 


AGENCY: Federal Aviation 
Administration (FAA), DOT. 


ACTION: Final rule. 


suMMARY: This amendment establishes, 
amends, suspends, or revokes Standard 
Instrument Approach Procedures 
(SIAPs) for operations at certain 
airports. These regulatory actions are 
needed because of the adoption of new 
or revised criteria, or because of 
changes occurring in the National 
Airspace System, such as the 
commissioning of new navigational 
facilities, addition of new obstacles, or 
changes in air traffic requirements. 
These changes are designed to provide 
safe and efficient use of the navigable 
airspace and to promote safe flight 
operations under instrument flight rules 
at the affected airports. 

DATES: An effective date for each SIAP 
is specified in the amendatory 
provisions. 

ADDRESSES: Availability of matters 
incorporated by reference in the 
amendment is as follows: 


For Examination— 


1. FAA Rules Docket, FAA 
Headquarters Building, 800 
Independence Avenue, SW., 
Washington, D.C. 20591; 

2. The FAA Regional Office of the 
region in which the affected airport is 
located; or 

3. The Flight Inspection Field Office 
which originated the SIAP. 


For Purchase— 


Individual SIAP copies may be 
obtained from: 

1. FAA Public Inquiry Center (APA- 
430), FAA Headquarters Building, 800 
Independence Avenue, SW., 
Washington, D.C. 20591; or 

2. The FAA Regional Office of the 
region in which the affected airport is 
located. 


By Subscription— 


Copies of all SIAPs, mailed once 
every 2 weeks, are for sale by the 
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Superintendant of Documents, U.S. 
Government Printing Office, 
Washington, D.C. 20402. 

FOR FURTHER INT ORMATION CONTACT: 
Donald K. Funai, Flight Procedures 
Standards Branch {AFO-230), Air 
Transportation Division, Office of Flight 
Operations, Federal Aviation 
Administration, 800 Independence 
Avenue, SW., Washington, D.C. 20591; 
telephone (202) 426-8277. 
SUPPLEMENTARY INFORMATION: This 
amendment to Part 97 of the Federal 
Aviation Regulations {14 CFR Part 97) 
prescribes new, amended, suspended, or 
revoked Standard Instrument Approach 
Procedures (SIAPs}. The complete 
regulatory description of each SIAP is 
contained in official FAA form 
documents which are incorporated by 
reference in this amendment under 5 
U.S.C. 552{a), 1 CFR Part 51, and § 97.20 
of the Federal Aviation Regulations 
(FARs). The applicable.FAA Forms are 
identified as FAA Forms 8260-3, 8260-4 
and 8260-5. Materials incorporated by 
reference are available for examination 
or purchase as stated above. 

The large number of SIAPs, their 
complex nature, and the need for a 
special format make their verbatim 
publication in the Federal Register 
expensive and impractical. Further, 
airmen do not use the regulatory text of 
the SIAPs, but refer to their graphic 
depiction on charts printed by 
publishers of aeronautical materials. 
Thus, the advantages of incorporation 
by reference are realized and 
publication of the complete description 
of each SIAP contained in FAA form 
document is unnecessary. The 
provisions of this amendment state the 
affected CFR (and FAR) sections, with 
the types and effective dates of the 
SIAPs. This amendment also identifies 
the airport, its location, the procedure 
identification and the amendment 
number. 

This amendment to Part 97 is effective 
on the date of publication and contains 
separate SIAPs which have compliance 
dates stated as effective dates based on 
related changes in the National 
Airspace System or the application of 
new or revised criteria. Some SIAP 
amendments may have been previously 
issued by the FAA in a National Flight 
Data Center [FDC) Notice to Airmen 
(NOTAM) as an emergency action of 
immediate flight safety relating directly 
to published aeronautical charts. The 
circumstances which created the need 
for some SIAP amendments may require 
making them effective in less than 30 
days. For the remaining SIAPs, an 
effective date at least 30 days after 
publication is provided. 


Further, the SIAPs contained in this 
amendment are based on the criteria 
contained in the U.S. Standard for 
Terminal Instrument Approach 
Procedures (TERPs). In developing these 
SIAPs, the TERPS criteria were applied 
to the conditions existing or anticipated 
at the affected airports. Because of the 
close and immediate relationship 
between these SIAPs and safety in air 
commerce, I find that notice and public 
procedure before adopting these SIAPs 
is unnecessary, impracticable, and 
contrary to the public interest and, 
where applicable, that good cause exists 
for making some SIAPs effective in less 
than 30 days. 


List of Subjects in 14 CFR Part 97 


Aviation safety, Standard Instrument 
Approaches. 


Adoption of the Amendment 


Accordingly, pursuant to the authority 
delegated to me, Part 97 of the Fedéral 
Aviation Regulations (14 CFR Part 97) is 
amended by establishing, amending, 
suspending, or revoking Standard 
Instrument Approach Procedures, 
effective at 0901 G.M.T. on the dates 
specified, as follows: 

1. By Amending § 97.23 VOR, VOR/ 
DME, VOR or TACAN, and VOR/DME 
or TACAN SIAPs identified as follows: 


* * * Effective January 17, 1985 


Miami, OK—Miami Muni, VOR/DME-A, 
Amdt. 1 

Houston, TX—Ellington Field, VOR/DME or 
TACAN RWY 4, Orig. 

Houston, TX—Ellington Field, VOR/DME or 
TACAN RWY 17, Orig. 

Houston, TX—Ellington Field, VOR/DME or 
TACAN RWY 35, Orig. 

Houston, TX—Ellington Field, VOR/DME or 
TACAN RWY 22, Orig. 

Houston, TX—Lakeside, VOR-A, Amdt. 4, 
Cancelled 

Longview, TX—Gregg County, VOR or 
TACAN RWY 13, Amdt. 18 

Longview, TX—Gregg County, VOR/DME or 
TACAN RWY 31, Amdt. 5 

Longview, TX—Gregg County, VOR/DME or 
TACAN RWY 35, Amdt. 5 

* * © Effective january 3, 1985 

Prattville, AL—Autauga County, VOR/DME- 
A, Orig. 

Daytona Beach FL—Daytona Beach Regional, 
VOR RWY 16, Amdt. 16 

Daytona Beach FL—Daytona Beach Regional, 
VOR RWY 34, Amdt. 3 

Thomasville, GA—Thomasville Muni, VOR 
RWY 22, Amdt. 8 

Thomasville, GA—Thomasville Muni, VOR/ 
DME RWY 22, Amdt. 2 

Greenville, KY—Muhlenberg County, VOR/ 
DME-A, Amdt. 2 

Natchez, MS—Hardy-Anders Field Natchez- 
Adams County, VOR/DME RWY 13, Orig. 

Newburgh, NY—Stewart, VOR or TACAN 
RWY 27, Amdt. 2 
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White Plains, NY—Westchester County, 
VOR/DME or TACAN-A, Amdt. 2 

Factoryville, PA—Seamans Fld, VOR-A, 
Orig. 

Hilton Head Island, SC—Hilton Head, VOR/ 
DME-A, Amdt. 7 

Yankton, SD—Chan Gurney Muni, VOR 
RWY 13, Amdt. 5 

Yankton, SD—Chan Gurney Muni, VOR 
RWY 31, Amdt. 3 

Savannah, TN—Savannah-Hardin County, 
VOR/DME RWY 18, Amdt. 3 


* * * Effective December 20, 1984 


Omaha, NE—Eppley Airfield, VOR RWY 32L, 
Amdt. 7 


2. By amending § 97.25 LOC, LOC/ 
DME, LDA, LDA/DME, SDF, and SDF/ 
DME SIAPs identified as follows: 


* * * Effective January 17, 1985 


Wichita, KS—Wichita Mid-Continent, LOC 
BC RWY 19L, Amdt. 13 


* * * Effective January 3, 1985 


Daytona Beach, FL—Daytona Beach 
Regional, LOC BC RWY 24R, Amdt. 11 

Lawrenceville, GA—Gwinnett County, LOC 
RWY 25, Orig. 

Statesboro, GA—Statesboro Muni, LOC RWY 
31, Orig. 

Thomasville, GA—Thomasville Muni, LOC 
RWY 22, Orig. 

Fayetteville, TN—Fayetteville Muni, SDF 
RWY 19, Orig. 

Savannah, TN—Savannah-Hardin County, 
SDF RWY 18, Amdt. 1 


* * * Effective December 20, 1984 


Gallup, NYN—Gallup Municipal, LOC RWY 6, 
Amdt. 1 

Abilene, TX—Abilene Muni, LOC BC RWY 
17L, Amdt. 2 

San Angelo, TX—Mathis Field, LOC BC RWY 
21, Amdt. 11 


3. By amending § 97.27 NDB and NDB/ 
DME SIAPs identified as follows: 


* * * Effective January 17, 1985 


Miami, OK—Miami Muni, NDB RWY 17, 
Amdt. 1 

Longview, TX—Gregg County, NDB RWY 13, 
Amdt. 12 


* * * Effective January 3, 1985 


Daytona Beach, FL—Daytona Beach 
Regional, NDB RWY 6L, Amdt. 21 

Thomasville, GA—Thomasville Muni, NDB 
RWY 22, Orig. 

Thomasville, GA—Thomasville Muni, NDB 
RWY 22, Amdt. 3, Cancelled 

Fayetteville, TN—Fayetteville Muni, NDB 
RWY 1, Amdt. 4, Cancelled 

Fayetteville, TN—Fayetteville Muni, NDB 
RWY 19, Orig. 

White Plains, NY—Westchester County, NDB 
RWY 16, Amdt. 19 

Yankton, SD—Chan Gurney Muni, NDB RWY 
31, Amdt. 1 

Savannah, TN—Savannah-Hardin County, 
NDB RWY 18, Amdt. 1 


* * * Effective December 20, 1984 


Lexington, KY—Blue Grass, NDB RWY 4, 
Amdt. 16 
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Omaha, NE—Eppley Airfield, NDB RWY 14R, 
Amdt. 21 


4. By amending § 97.29 ILS ILS/DME, 
ISMLS, MLS, MLS/DME and MLS/ 
RNAV SIAPs identified as follows: 


* * * Effective January 17, 1985 


Wichita, KS—Wichita Mid-Continent, ILS 
RWY 1R, Amdt. 15 
Houston, TX—Ellington Field, ILS RWY 17, 


Orig. 

Houston, TX—Ellington Field, ILS RWY 35, 
Orig. 

Longview, TX—Gregg County, ILS RWY 13, 
Amdt. 8 


* * * Effective January 3, 1985 


Daytona Beach, FL—Daytona Beach 
Regional, ILS RWY 6L, Amdt. 25 

Yankton, SD—Chan Gurney Muni, ILS RWY 
31, Amdt. 1 


* * * Effective December 20, 1984 


Lexington, KY—Blue Grass, ILS RWY 4, 
Amdt. 10 

Lexington, KY}—Blue Grass, ILS RWY 22, 
Amdt. 7 

Omaha, NE—Eppley Airfield, ILS RWY 14R, 
Amdt. 1 

Omaha, NE—Eppley Airfield, ILS RWY 17, 
Orig. 

Omaha, NE—Eppley Airfield, ILS RWY 32L. 
Amdt. 2 

Abilene, TX—Abilene Muni, ILS RWY 35R, 
Amdt. 4 

San Angelo, TX—Mathis Field Abilene Numi, 
ILS RWY 3, Amdt. 18 
5. By amending § 97.31 RADAR SIAPS 

identified as follows: 


* * * Effective January 3, 1985 

Daytona Beach, FL—Daytona Beach 
Regional, RADAR-1, Amdt. 5 

Jacksonville, FL—Craig Muni, RADAR-1, 
Amdt. 4 


* * *Effective December 20, 1984 


Lexington, KY—Blue Grass, RADAR-1, 
Amdt. 8 


6. By amending §97.33 RNAV SIAPs 
identified as follows: 


* * * Effective January 17, 1985 


Houston, TX—West Houston-Lakeside, 
RNAV RWY 15, Amdt. 2 

Houston, TX—West Houston-Lakeside, 
RNAV RWY 33, Amdt. 2 


* * * Effective January 3, 1985 


Thomasville, GA—Thomasville Muni, RNAV 
RWY 32, Amdt. 2 

White Plains, NY—Westchester County, 
RNAV RWY 34, Amdt. 4 


* * * Effective December 20, 1984 


Cmaha, NE—Eppley Airfield, RNAV RWY 
32L, Amdt. 4 
(Secs. 307, 313(a), 601, and 1110, Federal 
Aviation Act of 1958 (49 U.S.C. 1348, 1354(a), 
1421, and 1510); 49 U.S.C. 106(g) (Revised, 
Pub. L. 97-449, January 12, 1983); and 14 CFR 
11.49(b)(3)) 
Note.—The FAA has determined that this 
regulation only involves an established body 
of technical regulations for which frequent 


and routine amendments are necessary to 
keep them operationally current. It, 
therefore—(1) is not a “major rule” under 
Executive Order 12291; (2) is not a 
“significant rule” under DOT Regulatory 
Policies and Procedures (44 FR 11034; 
February 26, 1979); and (3) does not warrant 
preparation of a regulatory evaluation as the 
anticipated impact is so minimal. For the 
same reason, the FAA certifies that this 
amendment will not have a significant 
economic impact on a substantial number of 
small entities under the criteria of the the 
Regulatory Flexibility Act. 

Note.—The incorporation by reference in 
the preceding document was approved by the 
Director of the Federal Register on December 
31, 1980, and reapproved as of January 1, 
1982. 

Issued in Washington, D.C. on November 
16, 1984. 

Kenneth S. Hunt, 

Director of Flight Operations. 
[FR Doc. 84-30615 Filed 11-21-84; 8:45 am] 
BILLING CODE 4910-13-M 


CONSUMER PRODUCT SAFETY 
COMMISSION 


16 CFR Part 1212 


Revocation of Safety Standard 
Requiring Oxygen Depletion Safety 
Shutoff Systems (ODS) for Unvented 
Gas-Fired Space Heaters : 


AGENCY: Consumer Product Safety 
Commission. 
ACTION: Revocation of rule. 


SUMMARY: The Consumer Product Safety 


Commission is revoking its safety 
standard for unvented gas-fired space 
heaters, by a vote of 3-2, with Chairman 
Nancy Harvey Steorts and Vice 
Chairman Saundra Brown Armstrong 
dissenting. The revocation is based on 
a Commission determination that the 
standard is not reasonably necessary to 
eliminate or reduce an unreasonable 
risk of injury or death from carbon 
monoxide poisoning associated with the 
heaters. Information received by the 
Commission shows the level of 
compliance with a voluntary standard 
that addresses the risk to be very high, 
and is likely to continue in the future, 
even if the standard is revoked. The 
mandatory requirements of the 
consumer product safety standard are 
therefore no longer needed. 

DATES: The revocation will become 
effective on December 24, 1984. 

FOR FURTHER INFORMATION CONTACT: 
Ronald Medford, Office of Program 


‘Copies of dissents and separate statements by 
the Commissioners are available from the 
Commission's Office of the Secretary, Consumer 
Product Safety Commission, Washington, D.C. 
20207; telephone (301) 492-6800. 
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Management, Consumer Product Safety 
Commission, Washington, D.C. 20207; 
telephone (301) 492-6554. 


SUPPLEMENTARY INFORMATION: 
A. Space Heater Standard 


On September 17, 1980 the 
Commission issued a Safety Standard 
Requiring Oxygen Depletion Safety 
Shutoff Systems for Unvented Gas-Fired 
Space Heaters (16 CFR Part 1212) to 
eliminate or reduce the unreasonable 
risk of injury from carbon monoxide 
poisoning associated with these heaters 
[1].2 The standard became effective on 
December 31, 1981, and is applicable to 
all unvented gas-fired space heaters 
manufactured or imported after that 
date [2]. 

The standard requires every heater 
subject to its requirements to be 
equipped with an oxygen depletion 
safety shutoff system (ODS or ODS 
device). The ODS must be capable of 
shutting off the gas supply to the heater 
when the oxygen in the surrounding 
atmosphere is reduced to a level below 
18 percent. 

In addition, the standard contains a 
compliance test and labeling 
requirements concerning safe operation, 
maintenance instructions, and 
information about symptoms of carbon 
monoxide poisoning. The required 
labeling must be on a permanent label 
which is either an integral part of the 
heater or on a plate marker affixed to 
the heater, and it must be conspicuous 
and legible when the heater is in its 
installed position. 

When the Commission issued the 
space heater standard on a final basis, it 
also issued regulations applicable to 
manufacturers and importers who issue 
certificates of compliance with the 
standard. Such manufacturers and 
importers of the heaters must certify 
that their products comply with the 
standard, based upon a test of each 
heater or upon a reasonable testing 
program (section 14 of the Consumer 
Product Safety Act (CPSA), 15 U.S.C. 
2063). 


B. Petition for Revocation 


In October 1981, the Gas Appliance 
Manufacturers Association (GAMA) 
petitioned the Commission to revoke the 
heater standard [3]. In support of its 
request for revocation, GAMA asserted, 
among other things, that the latest 
revision of American National 


? The numbers in brackets refer to the reference 
documents listed at the end of this notice. Requests 
for inspection of any of these documents should be 
made by calling the Office of the Secretary at (301) 
492-6800. 
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Standards Institute (ANSI) Standard 
Z21.11.2 required all unvented gas space 
heaters produced after December 31, 
1981 to be equipped with an ODS 
device, in addition to complying with 
such other safety-related provisions as 
restrictions on carbon monoxide 
emissions and limits on surface 
temperatures. 

The GAMA petition also stated that, if 
the Commission revoked its heater 
standard, a certification program 
conducted by the American Gas 
Association Laboratories would assure 
that all unvented gas space heaters 
produced after December 31, 1981 would 
be equipped with ODS devices. Finally, 
the GAMA petition stated that a 
revocation of the Commission standard 
would avoid all questions about 
possible preemption of state and local 
requirements for unvented gas space 
heaters. 

By majority vote, the Commission 
denied the petition for revocation of the 
standard (one Commissioner voted to 
grant it). The denial letter to GAMA 
stated that the Commission could not 
conclude from information then 
available that the certification program 
conducted by the American Gas 
Association Laboratories would provide 
a level of protection to consumers 
equivalent to that afforded by the 
Commission's standard [4]. The letter 
added, however, that several 
Commissioners had indicated a 
willingness to reconsider revocation of 
the standard in the future [4]. 


C. Preemptive Effect of Heater Standard 


As noted above, the Commission's 
heater standard applies to all unvented 
gas space heaters manufactured or 
imported after December 31, 1981. As 
that effective date approached, in late 
1981, several state and local 
governments expressed concern about 
preemption of their requirements for 
unvented gas space heaters by the 
Commission's standard. 

Some of these jurisdictions have laws 
or ordinances prohibiting the use of 
unvented gas space heaters in any 
residence. Others prohibit their use for 
certain kinds of residences or 
institutions, such as nursing homes, or 
for use in certain areas of a residence, 
such as sleeping quarters. Still other 
jurisdictions impose requirements on 
unvented gas space heaters in addition 
to the requirement that they be equipped 
with ODS devices [5,6,8]. 

The preemption provision of the CPSA 
provides: 

Whenever a consumer product safety 
standard under [the CPSA] is in effect and 
applies to a risk of injury associated with a 
consumer product, no State or political 


subdivision of a State shall have any 
authority to establish or to continue in effect 
any provision of a safety standard or 
regulation which prescribes any requirements 
as to the performance, composition, contents, 
design, finish, construction, packaging or 
labeling of such product which are designed 
to deal with the same risk of injury 
associated with such consumer product, 
unless such requirements are identical to the 
requirements of the Federal standard: CPSA, 
section 26(a); 15 U.S.C. 2075(a). 


The effect of this provision is that states 
and local governments may not enforce 
requirements for unvented gas-fired 
space heaters that are intended to 
address the same risk of injury the 
Commission's standard addresses, 
unless the state or local requirements 
are identical to the Commission's 
requirements. 


1. Applications for Exemption From 
Preemption 


Section 26(c) of the CPSA provides 
that a state or local government may 
apply to the Commission for exemption 
from preemption of its requirements for 
a consumer product, and the 
Commission may “by rule” grant such 
applications if it finds that the state or 
local requirement: 


(1) provides a significantly higher degree of 
protection from such risk of injury than the 
consumer product safety standard under this 
Act [the CPSA], and 

(2) does not unduly burden interstate 
commerce. 


Between February and May 1982, the - 
Commission received 23 applications 
from state and local governments 
requesting exemptions from preemption 
requirements concerning unvented gas 
space hearters [5,6]. 

The Commission continued to receive 
additional such applications, but its staff 
prepared a briefing package that 
addressed the factual and legal issues 
raised by the first 23 applications. The 
subsequent 23 applications received 
were substantially similar to the first 23, 
and it seemed likely that any 
Commission decision would be 
dispositive of all the preemption 
exemption applications [5]. 


2. Staff Analysis of Applications. 


The staff briefing package on the first 
23 applications, transmitted to the 
Commission on January 19, 1983, 
discussed the subject state and local 
requirements for unvented gas space 
heaters and the risk or risks of injury 
they were intended to address [5]. It 
contained information on: Deaths and 
injuries from carbon monoxide 
poisoning associated with unvented gas 
space heaters [10]; the scope of the state 
and local requirements under 
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consideration and the risk or risks they 
are intended to address [S}; economic 
information concerning production and 
marketing of unvented gas space heaters 
[12]; and enforcement of requirements 
for unvented gas space heaters by state 
and local governments [11]. 

The briefing package also listed 
options available to the Commission 
with regard to the 23 applications and 
outlined the type of information needed 
to support each option. The options 
included: 

(1) Advising certain applicants that 
their requirements are not preempted by 
the Commission's standard because they 
address hazards in addition to the risk 
of carbon monoxide poisoning 
addressed by the Commission's 
standard; 

(2) Granting one or more of the 
applications; 

(3) Denying one or more of the 
applications; 

(4) Deferring a decision on the 
applications and initiating a proceeding 
to revoke the Commission's standard (a 
final revocation would eliminate its 
preemptive effect on non-identical state 
and local requirements) [5]. 

A majority of the staff recommended 
the fourth option and noted the 
following factors in support of it: 

(1) The revision of ANSI Standard 
Z21.11.2 to require that unvented gas 
space heaters be equipped with ODS 
devices. 

(2) The expectation that all unvented 
gas space heaters intended for 
residential use and manufactured or 
imported during 1983 would be equipped 
with ODS devices, and that 
approximately 95 percent of those 
heaters would comply with all 
requirements of the ANSI standard [5, 
12]. 


3. Commission Decision on Applications 


The Commission discussed the 23 
preemption exemption applications at a 
meeting on March 30, 1983, and 
requested some additional information 
from the staff. The staff provided such 
information in a supplemental package 
dated May 18, 1983 [18]. 

The Commission considered the 
applications at a second meeting on 
May 26, 1983, and voted 3 to 2 to initiate 
a proceeding for the revocation of the 
Commission's standard [20].* This vote 


3 Chairman Nancy Harvey Steorts and 
Commissioner Edith Barksdale Sloan voted against 
this approach and issued individual statements 
setting forth their reasons. Commissioners Sam 
Zagoria and Terrence M. Scanlon issued individual 
statements of their reasons for voting to initiate the 
revocation proceeding. All four individual 

Continued 


! 
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was based on the preliminary belief that 
the revised ANSI Standard Z21.11.2 
would be as effective as the 
Commission's standard in assuring that 
unvented gas space heaters are 
equipped with ODS devices and that the 
Commission's standard would no longer 
be needed to eliminate or reduce an 
unreasonable risk of injury from carbon 
monoxide poisoning associated with the 
heaters [21]. 

The Commission also voted to defer 
further consideration of the applications 
for exemption from preemption until it 
took final action in the revocation 
proceeding [20]. If a final rule to revoke 
the standard were to be issued, no 
further consideration of the applications 
would be necessary. The Commission 
noted that, until any final action 
revoked the standard, it remained in 
effect and preempts any non-identical 
state or local requirements for unvented 
gas heaters which are intended to 
eddress risks of injury from carbon 
monoxide poisoning. 


D. Proposed Revocation 


In October 1983 the Commission 
proposed to revoke its space heater 
standard [22]. Under section 9{h) of the 
CPSA (15 U.S.C. 2058{h)), a final 
revocation of a consumer product safety 
standard requires the Commission to 
make an affirmative finding that the 
standard is not “reasonably necessary 
to eliminate or reduce an unreasonable 
risk of injury,” in this case from carbon 
monoxide poisoning associated with 
unvented gas space heaters. 

The Commission made this finding, on 
a preliminary basis, in its October 1983 
proposal. It noted that it had considered 
information about provisions of ANSI 
Standard Z21.11.2 which specify that 
unvented gas space heaters 
manufactured after December 31, 1981 
must be equipped with ODS devices and 
meet other safety-related requirements; 
the high degree of compliance with the 
requirements of the ANSI standard by 
unvented gas space heaters 
manufactured or imported for residential 
use in 1983; and the likelihood that 
almost all unvented gas space heaters 
will continue to be equipped with ODS 
devices regardless of the existence of 
the Commission's standard. © 

The Commission also observed in its 
proposed revocatien that, if it took final 
action to revoke the standard, unvented 
gas space heaters will continue to be 
“consumer products” subject to the 
Commission's jurisdiction under the 
CPSA. Section 15 of the CPSA (15 U.S.C. 


statements are available from the Office of the 
Secretary, Consumer Product Safety Commission, 
Washington, D.C. 20207. 


2064) authorizes the Commission to 
require manufacturers, importers, 
distributors, and retailers of consumer 
products which present a “substantial 
product hazard” to give notification to 
the public and to take corrective action 
with regard to such a hazard, whether or 
not the products are subject to a 
consumer product safety standard. 

If the Commission were to revoke the 
standard, and if at some time thereafter 
unvented gas space heaters without 
ODS devices or other means to prevent 
production of levels of carbon monoxide 
which could result in death or injury 
from carbon monoxide poisoning were 
manufactured or sold in the United 
States, the possibility would exist that 
the Commission could initiate a 
proceeding under provisions of section 
15 of the CPSA. Such a proceeding could 
determine whether such heaters present 
a “substantial product hazard,” and if 
so, whether notification to the public or 
corrective action, or both, were required 
to protect the public from that hazard. 

In its proposed revocation of the 
space heater standard, the Commission 
addressed some more specific topics: 


1. Impact on Small Entities 


In accordance with section 605(b) of 
the Regulatory Flexibility Act (RFA, 5 
U.S.C. 605(b)), the Commission certified 
in its proposed revocation Federal 
Register document that the proposal 
would not, if issued on a final basis, 
have a significant economic impact on a 
substantial number of small entities, 
including small businesses and small 
governmental jurisdictions. [22]. In that 
document the Commission set forth the 
following reasons for the certification: 

Information available to the 
Commission indicated that as many as 
eleven firms may manufacture unvented 
gas space heaters, and that some of 
these firms may be “small businesses” 
as that term is used in the RFA. Four or 
five firms may import these appliances, 
and some of them may also be small 
businesses. 

If the space heater standard were 
revoked, manufacturers and importers of 
unvented gas space heaters, including 
small businesses, would no longer be 
subject to the performance and labeling 
requirements of the standard, and would 
no longer be required by section 14 on 
the CPSA (15 U.S.C. 2063) to certify 
compliance with the requirements of the 
standard. However, those firms would 
be subject to requirements of any state 
or local jurisdictions which prohibit or 
restrict the sale of unvented gas space 
heaters. 

The Commission had received 
information to the effect that all 
unvented gas space heaters 
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manufactured or imported for residential 
use in 1983 were expected to be 
equipped with ODS devices, whether or 
not the standard were revoked. 
Additionally, the Commission had 
information indicating that 
approximately 95 percent of those 
heaters would comply with all 
requirements of ANSI Standard Z21.11.2 
[12]. Consequently, revocation of the 
standard was not expected to result in 
any significant reduction of costs related 
to production and certification of 
unvented gas space heaters by 
manufacturers or importers, including 
small businesses. 

Issuance of a final revocation would 
not, by itself, impose any requirements 
on any manufacturer or importer of 
unvented gas space heaters. However, 
such an action would allow states, 
counties, and cities that had enacted 
laws or ordinances concerning unvented 
gas space heaters before the effective 
date of the Commission's standard to 
resume their enforcement, without any 
possibility of preemption under the 
CPSA. In addition, any state or local 
jurisdiction would be free to enact such 
laws or ordinances without 
consideration of preemption by a 
Commission standard. Nevertheless, the 
Commission did not anticipate that 
elimination of the preemptive effect of 
its standard would have a signifcant 
economic impact on manufacturers or 
importers of unvented gas space heaters. 

The Commission knew that some 
states and localities prohibited the use 
of unvented gas space heaters in any 
residence. Other jurisdictions were 
known to prohibit their use only in 
specified areas of a residence, or in 
certain types of residential buildings. 
Still others imposed additional 
requirements as well as specifying an 
ODS device. Because almost all of the 
unvented gas space heaters 
manufactured or imported in 1983 were 
expected to comply with all 
requirements of ANSI Standard Z21.11.2, 
additional requirements for such heaters 
in state or local laws were not expected 
to be a major deterrent to sales in those 
jurisdictions, 

The Commission considered 
information about sales of unvented gas 
space heaters for the years 1977 through 
1981, and estimates of sales for the 
1982-83 heating season and for future 
years supplied by manufacturers. This 
information indicated that more 
unvented gas space heaters were sold in 
1982 than in 1981, and that the trend of 
increasing sales was expected to 
continue in 1983 and into the near-term 
future [12,18]. After consideration of all 
available economic information, the 
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Commission concluded that the trend of 
increasing sales of unvented gas space 
heaters would probably continue, 
whether or not the consumer product 
safety standard were revoked. 

The Commission also considered the 
economic impact which could result 
from revocation of the standard on those 
distributors and retailers of gas 
appliances which may be small 
businesses. Information available to the 
Commission indicated that most 
distributors and retailers of gas 
appliances generally had not stocked or 
sold unvented gas space heaters since 
December 31, 1981, in those jurisdictions 
which had banned their use in 
residences prior to the effective date of 
the Commission's standard. For those 
distributors and retailers that had 
stocked or sold unvented gas space 
heaters in jurisdictions which had 
previously banned their use, those 
products were believed to have 
accounted for only a small portion of 
their total sales of all gas-fired 
appliances. In all other jurisdictions, 
distribution and sale of unvented gas 
space heaters would not be significantly 
affected by revocation of the 
Commission's standard. 

Some of the cities and counties which 
have requirements applicable to 
unvented gas space heaters, including 
some of those which have filed 
applications for exemption from 
preemption, are “small governmenial 
jurisdictions” as that term is used in the 
RFA because they have populations of 
less than 50,000. The Commission 
anticipated that a final revocation, 
which would eliminate all questions 
about possible preemption of state and 
local requirements applicable to 
unvented gas space heaters, could have 
two economic consequences for small 
governmental jurisdictions: 

(a) Because uncertainty about the 
preemptive effect of the standard, if any, 
on local requirements would be 
eliminated, costs of litigation brought by 
or against some small jurisdictions to 
resolve that issue would be avoided. 

(b) Those jurisdictions which had 
refrained from enforcement of their 
requirements for unvented gas space 
heaiers after the effective date of the 
Commission's standard, because they 
believed their requirements to be 
preempted, would incur additional costs 
if the Commission's standard were 
revoked and they resumed enforcement 
of their requirements. 

However, the Commission did not 
believe that in either case, the cost 
savings from litigation avoided or the 
added costs incurred by resuming 
enforcement of local requirements, 
would be “significant” in their effect on 


the total resources of any of these small 
jurisdictions. 

The Commission now affirms the 
finding it made in the preamble to the 
proposed revocation, that the revocation 
will not have a significant impact on a 
substantial number of small entities, 
including small businesses and small 
governmental jurisdictions. 


2. Environmental Considerations 


The Commission's environmental 
review provisions state at 16 CFR 
1021.5(c)(1) that issuance, amendment, 
or revocation of a consumer product 
safety standard normally has little or no 
potential for affecting the human 
environment. For this reason, these 
provisions do not require an 
environmental assessment or an 
environmental impact statement for this 
proposed revocation. As stated in the 
proposed revocation Federal Register 
document, the Commission does not 
foresee any special or unsual 
circumstances surrounding the proposed 
revocation which could necessitate an 
environmental review [22]. 
Consequently, preparation of a draft 
environmental impact statement is not 
required. 


3. Effective Date 


Section 9(h) of the CPSA (15 U.S.C. 
2058(h)) provides that a rule amending 
or revoking a consumer product safety 
standard will specify the effective date, 
which shall not exceed 180 days from 
the date of publication by the 
Commission of the final rule, unless the 
Commission finds, for good cause, that a 
later effective date is in the public 
interest. The Administrative Procedure 
Act (5 U.S.C. 553(d)) provides that a rule 
which relieves a restriction or grants an 
exemption may take effect immediately. 
The Commission expressed the view, in 
the proposed revocation Federal 
Register document, that a final 
revocation of the space heater standard 
could take effect immediately [22]. 

The Commission recognized that 
revocation of any existing standard has 
the potential to create some market 
disruption while production and 
marketing plans and other business 
activities are adjusted to meet new 


* circumstances resulting from the 


revocation. Several manufacturers of 
unvented gas space heaters had advised 
the Commission that they have relied on 
the standard and its preemptive effect 
on non-identical state and local 
requirements in making business 
decisions. Nevertheless, the Commission 
expressed its belief that revocation of 
the space heater standard would be 
unlikely to result in any substantial 
degree of market disruption. As noted 
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earlier, conformance to the ANSI 
standard by the unvented gas space 
heater industry is at a high level and the 
Commission did not foresee any 
significant effect on sales of the 
unvented gas space heaters resulting 
from a final decision in this proceeding, 
whether or not the standard was 
revoked. 

In proposing the revocation, the 
Commission noted that establishment of 
a delayed effective date is one means of 
lessening potential market disruption by 
giving all affected parties opportunity to 
make appropriate adjustments before 
the revocation becomes effective. At the 
same time, the Commission noted the 
possibility that a delayed effective date 
could prolong uncertainty about 
enforceability of state or local 
requirements for unvented gas space 
heaters, or have other adverse effects. 

Having no information that gave 
strong support to either a delayed or an 
immediate effective date for a final 
revocation, the Commission specifically 
solicited comments on that question. It 
gave notice that the effective date of any 
final rule revoking the standard for 
unvented gas space heaters could range 
from the date of publication to 180 days 
following publication of the final rule. 
The decision would be based on the 
Commissicn’s evaluation of the public 
comments and other available 
information concerning the potential 
effects of various effective dates. 


E. Public Comments 


In its October 1983 proposed 
revocation, the Commission solicited 
written public comments on all the 
issues it raised.* The thirteen comments 
received [23-25] are discussed in this 
section, by issue, along-with the 
Commission's responses to them. 
Summarizing and categorizing them, the 
Commission notes that seven of the 
comments express support for 
revocation, and five oppose it (cne 
comment does not state a clear 
position). The thirteen comments 
included those submitted by five 
associations. Two of these are regional 
model code organizations, the 
International Conference of Building 
Officials (ICBO) [23] and the Southern 
Building Code Congress International 
(SBCCI) [26]; three came from the 
American Gas Association (AGA) [24], 
the Gas Appliance Manufacturers 


« The Commission also provided an opportunity 
for oral presentation of data, views, and arguments 
concerning the proposed revocation. However, only 
one party expressed interest in making an oral 
presentation. Since there was no other interest, that 
party, the National LP-Gas Association, decided not 
to make an oral presentation [25]. 
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Association (GAMA) {27}, and the 
National LP-Gas Association (NLPGA) 
[25]. The remaining eight comments 
were submitted by the Lone Star Gas 
Company in Dallas {27}; the Alabama 
Liquefied Petroleum Gas Board [29]; 
Sourdillon, a French manufacturer of 
ODS's for unvented gas space heaters 
[30]; Sears, Roebuck and Co., a national 
retailer [31]; Ms. Lucinda B. Headrick, 
the mother of a 23-year-old student who 
died in a space heater incident [32]; the 
Attorney General of the State of New 
York [33]; the City of Mentor-on-the- 
Lake, Ohio [34]; and LSC, Inc., a 
manufacturer of home heating products 
[35]. 


1. General Support and Opposition 


The NLPGA commented, in support of 
revocation, that it concurs with the 
Commission's conclusion that all 
unvented gas space heaters 
manufactured or imported for residential 
use in 1983 are expected to be equipped 
with ODS devices whether or not the 
standard is revoked [25]. Another 
supporting comment, from SBCCI, 
pointed out that its model code has 
required an ODS since December 1981 
and that the 1982 edition of the Standard 
Gas Code “is adopted and enforced in 
some 17 states * * *” [26]. SBCCI made 
the further point that “[t]he level of 
compliance at the jobsite is assured by a 
cadre of trained inspectors whose 
number far exceeds that of CPSC 
inspectors” [26]. 

In opposition to revocation of the 
Commission's space heater standard, 
the Lone Star Gas Company claimed 
that revocation would result in 
restrictive state and local statutes that 
would prevent consumers from replacing 
older, hazardous unvented gas heaters 
[28]. In addition, Sourdillon has warned 
in its comment that there must be “legal 
backing of the voluntary standard” to 
assure that unsafe gas space heaters 
will not be imported into the United 
States [30]. 

The Commission's response to these 
comments is that it continues to believe 
that virtually all unvented gas space 
heaters marketed in this country in the 
future will have ODS’s. The Commission 
has no reason to believe that it was 
incorrect in expecting all 1983 heaters to 
have them. Further, the Commission has 
no reason to believe that any 1984 
heaters will not have ODS’s. In response 
to the Lone Star comment, the 
Commission notes that it is difficult to 
predict the effect that state or local 

_statutes would have on consumers’ 
choices of replacement space heating 
sources. 

The Commission's belief that space 
heaters will continue to have ODS’s is 


based on a variety of reasons. 
Compliance with the ANSI standard is 
reinforced in many jurisdictions by state 
and local requirements that reference 
model building codes. These codes 
require that products such as unvented 
gas space heaters be “listed.” A listed 
product must be certified by a 
recognized testing laboratory, such as 
AGA, as complying with the ANSI 
standard and listing provides the 
assurance that the product is suitable 
for the intended installation. 

The primary certification process for 
compliance with the ANSI standard 
requires a visual inspection of the heater 
to determine whether it contains an 
ODS and test requirements to determine 
whether the ODS will function 
according to the requirements of the 
standard. This certification program 
requires periodic, unannounced 
inspections and it requires 
manufacturers to report all changes in 
product design. In those jurisdictions 
which require installation inspections 
prior to use or occupancy, state and 
local officials use the inspection 
procedures to enforce building codes, 
including the code requirements that the 
materials and equipment used (in this 
case space heaters) are listed. 

Due to the low cost of the ODS’s now 
being used, manufacturers are likely to 
continue using them. This is particularly 
true in light of the potential product 
liability consequences that would exist 
were they not used. The current ODS 
technology does not involve the addition 
of a separate component to sense 
oxygen depletion. Rather, that objective 
has been achieved by modifying the 
traditional pilot system to cause the 
flame to extinguish and the gas to shut 
off when the oxygen content of the air 
drops below a certain level. This 
modified pilot system costs only a few 
dollars more than the traditional pilot 
system, a very small percentage of the 
total cost of the unvented gas space 
heater. In view of the fact that the 
oxygen depletion sensor is a 
modification to an existing component 
of a heater rather than an added part, 
and that the cost of the modified part is 
relatively small, the Commission 
believes there will be little incentive for 
manufacturers to revert to the 
traditional pilot systems, once the 
mandatory ODS requirement is revoked. 


2. Preemptive Effects of Revocation 


Some public comments discussed the 
fact that a final revocation would 
eliminate the currently-existing 
preemptive effects of the Commission's 
space heater standard. To some 
commenters, that would be a positive 
result. NLPGA described a “legal 
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nightmare,” created by the 
Commission's standard, “for both small 
businesses and governmental 
jurisdictions which, if the rule is not 
revoked, can only be resolved through 
expensive and protracted legal 
proceedings” [25]. This comment 
supported revocation because it would 
end the “legal stalemate” in which some 
state and local jurisdictions persist in 
enforcing bans or other restrictions on 
space heaters despite the preemptive 
effects of the Commission’s standard. 
SBCCI also supported revocation, in 
part because it would permit the 
prohibition of the heaters in some 
locations [26]. The Attorney Genera! of 
the State of New York similarly wants 
state and local space heater 
requirements enforced [33]. He claimed ° 
that New York State and New York City 
have requirements, for the venting of 
space heaters, that are better than the 
Commission's standard. 

Other commenters presented a 
different view of preemption. Lone Star 
opposed revocation in part because 
preemption allows consumers to 
upgrade older unvented gas-fired space 
heaters with new ones that have ODS’s 
[28]. Similarly, Sears Roebuck expressed 
the position that local bans should not 
be permitted to come back into effect 
[31]. 

The preemptive effect of a regulatory 
action, whether it is issuance or 
revocation of a standard, is generally 
not a direct consideration of the 
Commission. Nevertheless, the 
Commission recognizes the importance 
of such effects to the industry and to 
state and local governments. The 
economic consequences of preemption— 
and the absence of it following a 
revocation—were discussed in section 
D(1) above and are further discussed in 
section E(3), immediately below. 


3. Economic Issues 


One economic issue raised by the 
comments concerns the effect of state 
and local statutes on the ability of 
producers and retailers of unvented gas- 
fired space heaters to sell these products 
in many areas. As noted above, this 
stems from the fact that a revocation of 
the Commission's standard would 
eliminate any preemptive effects on the 
enforcement of state and local 
requirements for space heaters. 

GAMA commented that, because 
revocation of the standard” * * * will 
eliminate, at least for a time, markets 
which were planned for * * * unvented 
heaters, there will be an adverse 
economic impact” [27]. This adverse 
impact envisioned by GAMA would be 
from the difficulties and costs involved 





Federal Register / Vol. 49, No. 227 / Friday, November 23, 1984 / Rules and Regulations 


in maintaining an effective distribution 
system. GAMA also stated that a lack of 
consumer choice of unvented gas-fired * 
equipment in some areas would be an 
adverse economic impact of the 
revocation. (As discussed in section E(5) 
below, GAMA noted that “a clear and 
concise statement concerning the safety 
of ANSI Z21.11.2 design certified 
unvented heaters could be useful in 
minimizing this adverse economic 
impact.”) 

On the same economic subject, Lone 
Star commented (as noted earlier) that 
restrictive state and local statutes would 
not allow many consumers to replace 
older, hazardous unvented heaters [28]. 
In addition, Sears commented that 
revocation would result in many 
different state or local requirements for 
space heaters which would present 
difficulties for national distribution and 
higher costs for consumers [13]. LSC, 
Inc. asserted that the existence of state 
and local regulations makes it difficult 
for a manufacturer to produce 
equipment that can be marketed 
throughout the country [35]. This 
manufacturer claimed that “[m]ost 
manufacturing companies will sooner 
withdraw a product from the market 
than to make very few for sale in 
hundreds of communities.” 

In response, the Commission notes 
that, at the time it proposed the 
revocation, it had no information 
indicating that unvented heaters had 
established a significant market in those 
jurisdictions with statutes against sales 
that were preempted by the standard 
[36]. While statistics are not kept by 
state, a GAMA official told the 
Commission staff in February 1984 that 
sales have increased in some areas that 
previously had restrictions, such as in 
the lower Mid-West, Pennsylvania, and 
West Virginia [36]. However, although 
the sale gain in 1983 was significant 
(approximately 15 percent over 1982), 
the great majority of sales probably was 
confined to the traditional marketing 
areas for unvented heaters, states in the 
South and Southeast [36]. The base of 
sale would therefore be likely to remain 
following revocation of the standard. 

The Commission recognizes that 
differing state or local requirements for 
space heaters may create economic 
burdens and distribution problems, with 
the severity of such difficulties varying 
from case to case. Nevertheless, 
national retailers already market 
products for which sales are restricted 
in some areas [36]. This includes 
unvented heaters, even though the 
mandatory standard has been in effect. 
For example, Sears’ 1984 Fall-Winter 
catalog offers unvented gas-fired 


heaters, but also includes an 
accompanying statement that they are 
not for sale in California, New York, 
Arizona and some other locations. [44]. 
Customers are advised to check local 
codes and check with the neares* Sears 
Catalog Selling Unit before ordering. 

Distribution of unvented gas space 
heaters will of course be affected by the 
extent to which their market will be 
restricted. However, it appears to the 
Commission that most of the traditional 
marketing areas of the product will 
remain open to the sale of unvented 
heaters. At least for the near term, 
however, distribution problems resulting 
from differing state and local statutes 
are likely to be compounded for national 
retailers and their suppliers. 

According to a GAMA official, the 
industry hopes to demonstrate the 
safety of current unvented heaters to 
state and local officials where sales of 
the product would be restricted [36]. 
This official has estimated that the 
entire process leading to state and local 
statutory changes could take three-to- 
five years [36]. 

Regarding the concern expressed by 
LSC, although states and localities may 
adopt differing requirements, those 
requirements mainly would restrict sales 
or installation in residences or specified 
areas of residences. Different state and 
local statutes should not be a significant 
factor in equipment design. 
Manufacturers will therefore not be 
faced with the necessity of producing 
products “in a custom fashion for each 
and every State and local authority,” as 
feared by LSC. 


4. Enforcement Activities 


Sears Roebuck expressed a concern in 
its comments that deaths and/or injuries 
must occur for the Commission to take 
enforcement action against hazardous 
products under the provisions of section 
15 of the Consumer Product Safety Act 
[31]. Ms. Headrick expressed in her 
comment a concern that not every space 
heater on the market would necessarily 
have an ODS [32]. She questioned how 
imports would be regulated and he 
consumers would be protected in towns 
and states that do not have strong 
requirements on space heaters [32]. 

The Commission continues to believe 
that virtually all space heaters on the 
market now have, and will continue to 
have, ODS devices [37]. The 
Commission’s compliance staff 
continues to monitor the marketplace 
and has, to date, examined 19 different 
space heaters, from five domestic 
manufacturers and 14 importers [37]. All 
19 of the heaters were equipped with an 
ODS that complies with the mandatory 
standard [37]. 
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Concerning section 15 action, the 
Commission responds that reports of 
product-related deaths and injuries are 
not required for such action, as long as 
there is reason to believe that a product 
defect could cause deaths and injuries. 
Given the record compiled during the 
development of the mandatory standard 
on space heaters, the Commission's 
compliance staff would consider acticn 
under section 15 as soon as it 
discovered that heaters not equipped 
with an ODS were being sold in this 
country {37}. 


5. Risks Other Than Carbon Monoxide 
Poisoning 

The GAMA comments included a 
request that this Federal Register 
preamble to the final revocation include 
a “history” of the Commission's 
evaluation of the ANSI Z21.11.2 
voluntary standard [27]. More 
specifically, GAMA requested a 
statement to the effect that the 
Commission has found that all risks of 
imminent injury associated with the use 
of unvented heaters have been 
satisfactorily addressed in ANSI 
Z21.11.2. The purpose of such a 
statement would be to soften the impact 
that revocation will have on the gas 
heater industry's ability to compete 
fairly with other types of space, or zone, 
heaters. 

The GAMA comments contain, as 
Attachment A, the “history” that it 
requested the Commission to adopt as 
its own [27]. This “history” attests to the 
long involvement of the Commission 
staff in ANSI Z21 activities in general 
and the space heater standard, Z21.11.2, 
in particular. It notes the significant 
modifications to the safety requirements 
in the standard, partially as a 
consequence of this involvement. In 
addition, the GAMA “history” states 
that the ANSI standard and its 
certification rule are superior to the 
Commission's standard because they 
adequately address all other associated 
risks of injury. 

While the Commission staff certainly 
was involved in the development of the 
ANSI space heater standard, the 
Commission takes no official position on 
the nature of risks—other than carbon 
monoxide poisoning—presented by 
space heaters or on the extent to which 
the ANSI voluntary standard may 
address such risks. In particular, this 
proceeding is only concerned with the 
extent of compliance with the 
requirement that space heaters be 
equipped with ODS’s. The Commission 
notes that the ANSI standard contains 
not only a requirement for an ODS 
device but also other provisions that 
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address the carbon monoxide poisoning 
risk. 


6. Effective Date 


The only two comments received on 
an appropriate effective date for a final 
revocation favored an immediate 
effective date. The NLPGA commented 
that it sees no justification for a delayed 
effective date and that one as long as 
180 days following publication could 
have adverse effects [25]. It mentioned 
that business has been caught in the 
middle, between the Commission's 
preemptive standard and states and 
localities that continue to enforce their 
bans and other restrictions on space 
heaters. NLPGA therefore believes that 
an immediate effective date is needed to 
resolve legal questions without delay. 
NLPGA further noted that the effective 
date chosen will have no bearing on the 
number of units produced in 1984 
because it would likely be after May 
1984, which is beyond the end of the 
normal production season for space 
heaters. 

The Attorney General for the State of 
New York commented that a delayed 
effective date would enable retailers 
and manufacturers to “flood the market 
with unsafe heaters under the pretext of 
protection by the federal rule” [33]. He 
noted, however, that New York believes 
its state and local laws protect 
consumers from dangers other than 
carbon monoxide poisoning and are not 
preempted by the CPSC standard, but 
that some manufacturers and retailers 
nevertheless sell unvented gas space 
heaters in the state. 

After considering the two comments 
and other available information [36], the 
Commission has decided that an 
effective date 30 days after this 
publication of the final revocation is 
appropriate. This will prevent any 
unnecessary delay and minimize any 
continued confusion, while also 
providing a short period of adjustment 
for states or localities to “gear up” any 
space heater restrictions and for 
businesses to adjust to any such new 
market conditions. The Commission 
doubts that any heaters will “flood” 
onto the market during the 30-day 
period. 


F. Additional Information 


The Commission has also considered 
some. issues and information not raised 
directly in the public comments: 


1. Cabinet Heaters 


Cabinet heaters are covered by the 
Commission's mandatory standard, but 
not by the ANSI voluntary standard. 
When the Commission proposed 
revocation of the space heater standard, 


it believed that there would be ANSI 
requirements for cabinet heaters in 
effect by the time a final revocation 
would become effective. However, the 
National Fire Protection Association 
(NFPA) recently decided not to accept a 
proposed Tentative Interim Amendment 
or a permanent amendment that would 
have allowed the use of liquid propane 
(LP) cylinders of the size used with 
cabinet heaters in residences [43]. 
Therefore, the ANSI requirements will 
not be put into effect [43]. The absence 
of ANSI requirements for cabinet 
heaters means that these products will 
not be certified by the American Gas 
Association as being equipped with an 
ODS. 

Nevertheless, the Commission 
believes that safety implications 
probably do not arise from the lack of a 
voluntary requirement for an ODS on 
cabinet heaters, for a number of 
reasons: (a) The NFPA Code 58 that 
prohibits the use of LP cylinders greater 
than one pound in residences is 
referenced or adopted by 48 states 
according to a representative of the 
National LP Gas Association [43]. This 
effectively bans the use of these heaters 
in homes. (b) Sales data obtained by the 
Commission during compliance 
activities involving cabinet heaters 
indicate that fewer than 20,000 cabinet 
heaters have been imported for sale in 
the U.S. during the last four years [43]. 
In addition, the Commission 
understands that no former importer of 
cabinet heaters has any current plans to 
import any in the future [44]. (c) All 
cabinet heaters examined by the staff 
have been equipped with an ODS [37]. 
(d) Even in the absence of a voluntary 
standard, the Commission believes that 
cabinet heater manufacturers will 
continue to equip their heaters with an 
ODS since it is inexpensive and not 
worth the risk of product liability or an 
investigation by the Commission under 
section 15 of the CPSA [43]. (e) Unless 
and until a voluntary standard is 
developed, the Commission believes 
that there will be little or no market for 
cabinet heaters and consumer risk 
would therefore be expected to be low. 


2. New Technology 


The Commission's mandatory 
standard requires unvented gas-fired 
space heaters to be equipped with ODS 
devices. Such devices address the 
carbon monoxide risk in an effective 
and practical way, in accordance with 
state-of-the-art technology. However, 
technological development is continuing 
in this area and it is possible—even 
probable—that a better way to address 
the carbon monoxide poisoning risk will 
be available in the future. 


The ODS, by measuring depletion of 
the oxygen supply in a room, indirectly 
measures the carbon monoxide level in 
that room. The Commission knows that 
some technological development is 
focusing on devices that would directly 
measure the carbon monoxide level. If 
devices become available that address 
the space heater carbon monoxide risk 
better than ODSs, they could not be 
used as replacement devices as long as 
a Commission standard required ODSs. 
The ANSI voluntary standard also 
requires ODS devices, but the 
Commission believes that it would be 
easier and faster to amend that 
voluntary standard than it would be to 
amend a mandatory Commission 
standard. Revocation of the mandatory 
standard, therefore, will eliminate the 
possibility that its design-restrictive 
approach of requiring ODSs would 
impede technological advances in space 
heater safety. 

The Commission would not want a 
performance requirement (or modified 
design requirement) in the ANSI 
standard to permit the use of safety 
devices that provide less consumer 
protection than currently provided by 
the ODS. However, the Commission 
believes that a carefully-drafted 
amendment to the ANSI standard to 
make it less design restrictive—if and 
when justified by technological 
advances—could benefit consumers and 
the industry by permitting the use of 
better safety devices. 


G. Applications for Exemption From 
Preemption 


With the revocation of the 
Commission's space heater standard, 
the preemption provisions of section 26 
of the Consumer Product Safety Act will 
no longer apply (as of the effective date 
of revocation). To the extent that any 
state or local requirements may have 
been preempted by the Commission's 
standard, such preemption will no 
longer exist. As a result, the applications 
for exemption from preemption 
(discussed in section C above) need not 
be considered any further. The 
Commission will notify every applicant 
of this conclusion by individual letter. 


H. Conclusion 


When the Commission proposed to 
revoke its space heater standard, 
available information indicated that 
virtually all unvented gas-fired space 
heaters then being manufactured or 
imported were equipped with ODS 
devices. The Commission also 
expressed its belief that the heaters 
would continue to have ODS’s, even i: 
the standard were revoked. 
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The Commission has now considered 
all of the public comments on its 
proposal, as well as some updated 
information. Specifically, the 
Commission's compliance staff has 
found that all of the 19 space heaters 
inspected to date were equipped with 
ODS devices that meet the mandatory 
standard. 

The Commission notes that the ANSI 
voluntary standard for space heaters 
requires each of them to be equipped 
with an ODS. Further, AGA certification 
is based upon compliance with the ANSI 
standard and most distributors and 
dealers of gas appliances carry only 
AGA-certified appliances. Finally, the 
gas appliance industry has a history of 
strong compliance with voluntary 
standards. Although cabinet heaters are 
not currently covered by the ANSI 
standard or certified by AGA, the 
Commission believes that any marketed 
in this country would continue to be 
equipped with ODS devices (for the 
reasons enumerated in section F{1) 
above). 

Based on all available information, 
the Commission continues to believe 
that virtually all unvented gas-fired 
space heaters marketed in this country 
will be equipped with ODS devices that 
meet the Commission’s mandatory 
standard, whether or not that standard 
continues in effect. If any space heaters 
are marketed without ODS devices, the 
Commission would be able to initiate 
action against any that present a 
substantial product hazard due to 
carbon monoxide poisoning, under 
section 15 of the Consumer Product 
Safety Act. Therefore, the Commission 
finds that its unvented gas-fired space 
heater standard is not reasonably 
necessary to eliminate or reduce an 
unreasonable risk of injury or death 
from carbon monoxide poisoning 
associated with the heaters. 


List of Subjects in 16 CFR Part 1212 


Carbon monoxide, Consumer 
protection, Heaters, Household 
appliances, Labeling, Reporting and 
recordkeeping requirements. 


In accordance with section 9(h) of the 
Consumer Product Safety Act, as 
amended by the Consumer Product 
Safety Amendments of 1981 (Rub. L. 92- 
573), as amended by Pub. L. 97-35, 15 
U.S.C. 2058{h}) and the Administrative 
Procedure Act (5 U.S.C. 553), the 
Commission revokes the Safety 
Standard Requiring Oxygen Depletion 
Safety Shutoff Systems (ODS) for 
Unvented Gas-Fired Space Heaters (16 
CFR Part 1212) by making the following 
change to Title 16 of the Code of Federal 
Regulations: 


PART 1212—SAFETY STANDARD 
REQUIRING OXYGEN DEPLETION 
SAFETY SHUTOFF SYSTEMS (ODS) 
FOR UNVENTED GAS-FIRED SPACE 
HEATERS [REMOVED AND 
RESERVED] 


Part 1212 is removed and reserved. 
(Sec. 9{h), Consumer Product Safety Act, as 
amended by the Consumer Product Safety 
Amendments of 1981 (Pub. L. 92-573, as 
amended by Pub. L. 97-35, 15 U.S.C. 2058{h))} 
and 5 U.S.C. 553) 


Effective date: December 24, 1984. 
Dated: November 16, 1984. 
Sadye E. Dunn, 
Secretary, Consumer Product Safety 
Commission. 
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BILLING CODE 6355-01-M 


COMMODITY FUTURES TRADING 
COMMISSION 


17 CFR Parts 15 and 17 


Reports; General Provisions; Adoption 
of Final Rules 


AGENCY: Commodity Futures Trading 
Commission. 
ACTION: Final rulemaking. 


SUMMARY: The Commodity Futures 
Trading Commission (“the 
Commission”) has reviewed the data it 
currently receives for market 
surveillance from members of contract 
markets, futures commission merchants 
(FCMs), foreign brokers and individual 
traders. For a number of markets it has 
found that the growth in trading volume, 
open interest, and account size of 
individual traders enables the 
Commission to carry out its market 
surveillance programs with fewer 
reports. 

Accordingly, as part of its efforts to 
eliminate unnecessary reporting, the 
Commission has adopted amendments 
to its reporting regulations under the 
Commodity Exchange Act, as amended 
(“Act”), to raise position levels in 
certain commodities at which Forms 103 
and 40 must be filed by traders and 
series '01 reports and Form 102s must be 
filed by members of contract markets, 
FCMs and foreign brokers. 

In addition, the Commission has 
determined to delete current 
§ 17.00(a)(2) of its regulations which 


requires that an FCM report information 
concerning a special account for the 
business day preceding the day on 
which such account became first 
reportable. The Commission is also 
amending regulation § 15.00(b)(1)(ii) so 
that only persons with positions in 
excess of the reporting levels specified 
in § 15.03(b) file reports according to 
Part 19, rather than those holding 
positions equal to or in excess of such 
levels. 

The overall effect of this final agency 
action is to alleviate a reporting burden 
on the public and to reduce the amount 
of paperwork processed by the 
Commission. 


EFFECTIVE DATE: December 5, 1984. 


FOR FURTHER INFORMATION CONTACT: 
Lamont L. Reese, Associate Director, 
Market Surveillance Section, (202) 254- 
3310. 


SUPPLEMENTARY INFORMATION: 
Reporting levels are set in various 
commodities to ensure that the 
Commission receives adequate 
information to carry out its market 
surveillance programs, which include 
detection and prevention of market 
congestion and price manipulation and 
enforcement of speculative limits.! 
Generally, Parts 17 and 18 of the 
regulations require reports from 
members of contract markets, FCMs or 
foreign brokers and traders, 
respectively, when a trader holds a 
“reportable position,” i.e., the open 
positions held or controlled by the 
trader at the close of business in any 
one future of a commodity traded on any 
one contract market equal or exceed the 
quantities fixed by the Commission in 
§ 15.03(a) of the regulations. See Rule 
§ 15.00(b), 17 CFR 15.00(b) (1984). 
Members of contract markets, FCMs 
and foreign brokers who carry accounts 
in which there are “reportable 
positions” of traders are required to 
identify such accounts on a Form 102 
and report on the series ‘01 forms any 
reportable positions in the account, the 
delivery notices issued or stopped by 
the account and any exchanges of 
futures for physicals. Traders who own 
or control reportable positions are 
required to file annually a CFTC Form 
40 giving certain background concerning 
their trading in commodity futures and, 
on call by the Commission, must submit 
a Form 103 showing positions and 
transactions in the commodity specified 
in the call. 


' The following commodities are those for which 
Commission speculative limits are in effect: wheat, 
grains (including oats, barley and flaxseed), corn 
soybeans, rye, eggs, cotton, and potatoes. 17 CFR 
Part 150 (1982). F 
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The level at which reports must be 
filed are determined by balancing the 
costs associated with providing and 
processing the data against the 
Commission's information needs for 
effective market surveillance. In this 
respect, trading volume, open interest, 
and position sizes of individual traders 
in the futures markets are periodically 
reviewed to determine whether the 
Commission can maintain effective 
surveillance of futures markets with 
fewer reports from members of contract 
markets, FCMs, foreign brokers and the 
trading public. In addition to reducing 
the burden on reporting entities, such 
modifications yield better data for 
surveillance purposes by sharpening the 
focus of the data collected. As part of 
this ongoing effort to reduce reporting 
burdens and to obtain better data, the 
Commission has determined that 
reporting levels should be raised for the 
following commodities: in oats from 
200,000 bushels to 300,000 bushels; in 
soybean oil, soybean meal, sugar #11, 
and copper from 100 contracts to 150 
contracts; in platinum, crude oil, and 
leaded gas from 25 contracts to 50 
contracts; in three-month (13 week) U.S. 
Treasury bills, long-term U.S. Treasury 
notes, and three-month Eurodollar Time 
Deposit Rates from 50 contracts to 100 
contracts; in long-term U.S. Treasury 
bonds frem 150 contracts to 300 
contracts; in the Standard and Poors 500 
Stock Price Index from 100 contracts to 
300 contracts; and in the AMEX Major 
Market Index from 25 contracts to 100 
contracts. 

In addition, the Commission is also 
deleting current § 17.00(a)(2) which 
requires that FCMs, clearing members, 
and foreign brokers report information 
concerning a special account for the 
business day preceding the first day on 
which such an account is first 
reportable.? This requirement appears to 
be an impediment to a number of firms 
which might otherwise report the 
information required by Rule 17.00 in 
machine readable form. It is the 
Commission's experience that 
information supplied by firms on data 
processing media is more accurate and 
timely than that provided manually. 
Moreover, since the Commission 
periodically audits firms for compliance 
with its reporting requirements, it is no 
longer necessary to obtain the 


2 Special account is defined in Rule § 15.00(c) as 
any futures or options account in which there is a 
reportable position. 17 CFR 15.00(c) 1984. 

3 Commission Rule § 17.03 allows a firm to use 
data processing media to provide the information 
required unde Rule 17.00. 17 CFR 17.03 (1984). 
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information required under Rule 
§ 17.00(a)(2) on a routine basis.* 

The Commission is also amending 
Rule § 15.00(b)(1)(ii) to require that only 
persons with positions in exces$ of the 
quantity specified in Rule § 15.03(b) file 
reports in accordance with Part 19 of the 
Commission’s regulations. Currently, 
persons with positions egua/ to or in 
excess of the quantities specified in Rule 
§ 15.03(b) must file the reports specified 
in Part 19. 

Reports filed pursuant to Part 19 of the 
regulations show details on commercial 
traders’ fixed price cash commitments 
and are used by the Commission to 
check compliance with Federal 
speculative limits. The reporting levels 
specified in Rule § 15.03 at which a 
trader must file such reports correspond 
to the level of the Commission's 
speculative limits. However, speculative 
position limits permit speculators to 
hold positions equal to the specified 
level. Accordingly, the Commission is 
amending Rule § 15.00(b)(1)(ii) so that 
only traders with positions in excess of 
the speculative limits file reports 
pursuant to Part 19 of the regulations. 

The Commission finds that its action 
to amend the regulations as discussed 
above relieves an existing burden and 
that the notice and other public 
procedures called for by 5 U.S.C. 553 are 
not required, 5 U.S.C. 553(b) (1976). The 
Commission, therefore, is adopting the 
amendments to Parts 15 and 17 effective 
December 5, 1984. The new reporting 
levels will, therefore, apply to positions 
held by traders as of the close of the 
markets on December 5, 1984. 


The Regulatory Flexibility Act 


As the Commission has not published 
a prior general notice of proposed 
rulemaking with respect to these 
amendments which are relief measures, 
the amendments are not “rules” as that 
term is defined in Section 3{a) of the 
Regulatory Flexibility Act (“RFA”), Pub. 
L. No. 96-354, 94 Stat. 1165 (5 U.S.C. 
601(2)).° 


Paperwork Reduction Act 


The Paperwork Reduction Act of 1980, 
Pub. L. 96-511, 94 Stat. 2812 et seq. 
(“PRA”), imposes certain requirements 
on federal agencies, including the 
Commission, in connection with their 
conducting or sponsoring any collection 


* The Commission is also making conforming 
amendments to Rule § 17.00 by renumbering 
§ 17.00{a)(3) as § 17.00(a)(2) and specifying the 
information which must be reported under the new 
Rule § 17.00(a)(2). 

5 That section defines the term “rules” as “any 
rule for which the agency publishes a general nctice 
of proposed rulemaking pursuant to Section 553(b) 
of this title* * *” 


of information as defined by PRA. 44 
U.S.C. 3501 et seg. OMB céntrol number 
3038-0009 has previously been assigned 
to those regulations within Parts 15, 17, 
and 18 which impose collection of 
information and recordkeeping 
requirements. ® 


List of Subjects in 17 CFR Parts 15 and 
17 


Brokers, Commodity futures, 
Reporting and recordkeeping 
requirements. 

In consideration of the foregoing and 
pursuant to its authority under Sections 
4g, 4i, 5(b) and 8a(5) of the Commodity 
Exchange Act, 7 U.S.C. Sections 6g, 6i, 
7(b) and 12a(5) (1982), the Commission is 
amending Parts 15 and 17 of Chapter I of 
Title 17 of the Code of Federal 
Regulations as follows: 


PART 15—REPORTS—GENERAL 
PROVISIONS 


1. Section 15.00 is amended by 
revising paragraph (b)(1)(ii) as follows: 


§ 15.00 Definitions of terms used in Parts 
15 to 21 of this chapter: 


* * * . * 


(b) “Reportable position” means: 

(1) ** * 
' (ii) For the purposes of reports 
specified in Part 19, any open contract 
position in any one future or in all 
futures combined, either gross long or 
gross short, of any commodity on any 
one contract market, excluding positions 
against which notices of delivery have 
been stopped by a trader or issued by 
the clearing organization of a contract 
market, which at the close of the market 
on the last business day of the week 
exceeds the quantity fixed in § 15.03(b) 
for reporting purposes for the particular 
commodity. 


2. Section 15.03 is amended by 
revising paragraph (a) as follows: 
§ 15.03 Quantities fixed for reporting. 


(a) The quantities for the purpose of 
reports filed under Parts 17 and 18 of 
this chapter are as follows: 


Sugar No. 12 (contracts) ... 


®See 44 U.S.C. 3502(4) (Supp. V. 1981) defining the 
term “collection of information.” 
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PART 17—[ AMENDED] 


3. Section 17.00 is amended by 
removing paragraph (a)(2), by 
redesignating paragraph (a)(3) as-(a)(2), 
and revising it as follows: 


§ 17.00 Information to be furnished by 
futures commission merchants, clearing 
members and foreign brokers. 

(a) Special Accounts—Reportable 
Futures Positions, Delivery Notices, and 
Exchanges of Futures for Cash. 


* * * . * 


(2) A report covering the first day 
upon which a Special Account is no 
longer reportable in a particular future 
shall also be filed showing the following 
information. 

(i) The position in such future in such 
account; 

(ii) Exchanges of futures for physicals 
for the accounts in such future; 

(iii) Delivery notices for such future 
issued for the account by the clearing 
organization of the contract market on 
which delivery will occur; and 

(iv) Delivery notices for such future 
stopped by the account. 


* * * . * 


The foregoing amendments to Parts 15 
and 17 are adopted effective December 
5, 1984. The Commission finds that the 
foregoing action relieves a burden 
heretofore imposed and therefore that 
the notice and other public procedures 
called for by 5 U.S.C. 553 are not 
required. 


Issued in Washington, D.C., on November 
15, 1984, by the Commission. 
Jean A. Webb, 
Secretary of the Commission. 


[FR Doc. 84~30672 Filed 11-21-84; 8:45 am] 
BILLING CODE 6351-01-M 
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DEPARTMENT OF THE TREASURY 
Customs Service 


19 CFR Part 4 
[T.D. 84-232] 


Customs Regulations Amendment 
Relating to Payment of Tonnage Tax 
and Light Money 


AGENCY: U.S. Customs Service, 
Department of the Treasury. 


ACTION: Final rule. 


SUMMARY: This document amends the 


Customs Regulations to require that in 
addition to the certificate on Customs 
Form 1002, a cash receipt on Customs 
Form 5104 will be provided by Customs 
as proof of payment when tonnage taxes 
and light money are paid to Customs by 
the master of a vessel. Both of these 
forms are then to be presented to 
Customs by the master upon each entry 
of the vessel during the tonnage year. 
The forms will establish the date of 
commencement of the tonnage year and 
insure against overpayment. This 
change is part of Customs continuing 
efforts to develop a system to improve 
control over its collection process. 


EFFECTIVE DATE: December 24, 1984. 


FOR FURTHER INFORMATION CONTACT: 
Operational Aspects: Robert Hamilton, 
Office of Financial Management and 
Program Analysis, (202-566-2596) and 
Thomas Davis, Office of Inspection and 
Control (202-566-5354). 

Legal Aspects: Donald Reusch, 
Carriers, Drawback and Bonds Division 
(202-566-5706); Headquarters, U.S. 
Customs Service, 1301 Constitution 
Avenue, NW., Washington, D.C. 20229. 
SUPPLEMENTARY INFORMATION: 


Background 


Generally, unless exempted, the U.S. 
imposes regular and special tonnage 
taxes, and a duty of a specified amount 
per ton, known as “light money,” on all 
foreign vessels which enter U.S. ports 
(46 U.S.C. 121, 128). Section 4.23, 
Customs Regulations (19 CFR 4.23), 
currently provides that upon each 
payment of tonnage tax or light money, 
the district director shall give to the 
master of the vessel a certificate on 
Customs Form 1002. This certificate 
constitutes the official evidence of 
payment and is to be presented by the 
vessel master upon each entry during 
the tonnage year in order to establish 
the date of commencement of the 
tonnage year and to insure against 
overpayment. 

As part of its continuing efforts to 
develop a system to improve control 
over its collection process, Customs is 


requiring that in addition to the Customs 
Form 1002, a cash receipt (Customs 
Form 5104) is to be provided by Customs 
as proof of payment when tonnage taxes 
and light money are paid by the master 
of a vessel. This additional form will 
provide further protection for the payer 
vessel while aiding Customs in 
safeguarding monies collected. 


Executive Order 12291 


It has been determined that this 
amendment is not a “major rule” within 
the criteria provided in § 1(b) of E.O. 
12291, and therefore no regulatory 
impact analysis is required. 


Regulatory Flexibility Act 


The provisions of the Regulatory 
Flexibility Act relating to an initial and 
final regulatory flexibility analysis (5 
U.S.C. 603, 604) are not applicable to this 
amendment because the rule will not 
have a significant economic impact on a 
substantial number of small entities. 

Accordingly, it is certified pursuant to 
section 3 of the Regulatory Flexibility 
Act (5 U.S.C. 605(b)) that the amendment 
will not have a significant economic 
impact on a substantial number of small 
entities. 


Drafting Information 


The principal author of this document 
was Glen E. Vereb, Regulations Control 
Branch, Office of Regulations and 
Rulings, U.S. Customs Service. However, 
personne! from other Customs offices 
participated in its development. 


Inapplicability of Public Notice 
Requirement 


Because this amendment merely 
implements a procedural protection 
requirement for the benefit of the master 
of the vessel who paid the tonnage taxes 
and light money, and because it imposes 
no additional duties or responsibilities 
on the public, it has been determined 
that good cause exists for dispensing 
with notice and public procedure 
pursuant to 5 U.S.C. 553(b)(B). 


List of Subjects in 19 CFR Part 4 


Customs duties and inspection, 
Imports, Vessels. 


Amendments to the Regulations 


Part 4, Customs Regulations (19 CFR 
Part 4), is amended as set forth below: 


PART 4—VESSELS IN FOREIGN AND 
DOMESTIC TRADES 


Section 4.23 is revised to read as 
follows: 
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$4.23 Certificate of payment and cash 
receipt. 

Upon each payment of tonnage tax or 
light money, the master of the vessel 
shall be given a certificate on Customs 
Form 1002 and the payer's receipt copy 
of the cash receipt (Customs Form 5104) 
upon which payment was recorded. This 
certificate, along with the payer's receipt 
copy of the Customs Form 5104, shall 
constitute the official evidence of such 
payment and shall be presented upon 
each entry during the tonnage year in 
order to establish the date of 
commencement of the tonnage year and 
to insure against overpayment. In the 
absence of the certificate and the 
payer's receipt copy of the Customs 
Farm 5104, evidence of payment of 
tonnage tax shall be obtained from the 
district director to whom the payment 
was made. 


(R.S. 251, as amended, secs. 2, 3, 23 Stat. 118, 
as amended, 119, as amended, sec. 624, 46 
Siat. 759, sec. 101, 76 Stat. 72; (5 U.S.C. 301, 19 
U.S.C. 66, 1202, 1624, 46 U.S.C. 2, 3, Gen. 
Hdnote 11, Tariff Schedules of the United 
States)) 
William von Raab, 
Commissioner of Customs. 

Approved: November 5, 1984. 
John M. Walker, Jr., 
Assistant Secretary of the Treasury. 
[FR Doc. 84-30719 Filed 11-21-84; 8:45 am] 
BILLING CODE 4820-02-M 


19 CFR Part 24 
[T.D. 84-231] 


Customs Regulations Amendments 
Relating to Administrative Overhead 
Charges 


AGENCY: Customs Service, Department 
of the Treasury. . 


ACTION: Final rule. 


SUMMARY: This document amends the 
Customs Regulations to provide for the 
inclusion of an administrative overhead 
charge of 15 percent of the identified 
costs of providing for reimbursable and 
overtime services, and various other 
services, performed by Customs officers. 
This charge will be collected from 
parties-in-interest who are required to 
reimburse Customs for compensation 
and/or expenses of Customs officers 
performing the reimbursable and 
overtime services, and other services for 
the benefit of such parties. There will be 
no charge if the imposition of such 
charge is precluded by law; there is a 
formal accounting system for 
determining administrative overhead for 
a service; or the charge for 
administrative overhead for a service is 
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specifically provided for elsewhere in 
the Customs Regulations. 

The purpose of this document is to 
enable Customs to recover an important 
cost element that is not currently 
factored into the assessment of these 
charges. 


EFFECTIVE DATE: January 6, 1985. Fees 
for vessel services, container stations, 
and warehouses will be published at a 
later date. The effective date for those 
services will be at the time the fee 
schedule applicable thereto is revised 
and published in the Federal Register. 
FOR FURTHER INFORMATION CONTACT: 
Jim Kenny, Accounting Division, U.S. 
Customs Service, 1301 Constitution 
Avenue, NW., Washington, D.C. 20229 
(202-566-2021). 

SUPPLEMENTARY INFORMATION: 


Background 


Various statutes provide Customs 
with the administrative authority to 
charge fees to recover the costs of 
particular services rendered to parties- 
in-interest. For example, 19 U.S.C. 58a 
permits the Secretary of the Treasury to 
charge such fees as may be necessary to 
recover the costs of providing certain 
vessel services. The fees are to be 
consistent with the User Charges Statute 
(31 U.S.C. 9701). Section 4.98(a), 
Customs Regulations (19 CFR 4.98(a)), 
sets forth the specific services and bases 
for calculating each flat fee. Similarly, 
Customs charges and bills parties-in- 
interest for reimbursement in connection 
with services rendered by Customs 
officers or employees during regular 
hours (see § 24.17, Customs Regulations 
(19 CFR 24.17)), or on Customs overtime 
assignments under 19 U.S.C. 267 or 1451 
(see § 24.16, Customs Regulations (19 
CFR 24.16)). The bill covers full 
compensation and/or travel and 
subsistence of the Customs officer 
performing the service. However, except 
for a 10 percent administrative overhead 
charge applicable to the annual fee 
required of each warehouse proprietor 
granted the right to operate a warehouse 
facility under § 19.5, Customs 
Regulations (19 CFR 19.5), and 
preclearance of air travelers and their 
baggage under section 24.18, Customs 
Regulations (19 CFR 24.18), there is no 
administrative overhead charge factored 
into the cost of providing a particular 
service. 

The “User Charges Statutes” provides 
that each service or thing of value 
provided by an agency to a person is to 
be self-sustaining to the extent possible. 
The head of an agency may prescribe 
regulations establishing the charge for a 
service or thing of value provided by the 
agency. Regulations so prescribed are 


subject to policies prescribed by the 
President and shall be as uniform as 
practicable. Each charge shall be fair 
and based on the costs to the 
Government, the value of the service or 
thing to the recipient, public policy or 
interest served, and other relevant facts. 
The statute does not affect a law 
prohibiting the determination and 
collection of charges and the disposition 
of those charges, and prescribing bases 
for determining charges, but a charge 
may be redetermined under the statute 
consistent with the prescribed bases. 

In a report dated March 10, 1975, 
“Services For Special Beneficiaries: 
Costs Not Being Recovered,” the 
General Accounting Office stated that 
the User Charges Statute authorizes 
Customs to include administrative 
overhead in the billings of parties-in- 
interest for all reimbursable services 
performed during normal, and outside 
normal, working hours. The Office of 
Management and Budget (OMB), has 
stated that in the absence of a formal 
accounting system for determining 
administrative overhead, no new 
accounting system should be established 
solely to determine this cost. The cost 
should be determined or estimated from 
the best available records of the agency. 
In the absence of a formal accounting 
system for determining the cost of the 
charge for administrative overhead, the 
Treasury Department recommended that 
its bureaus use 15 percent of the 
identified costs of providing the service. 

Customs has no formal accounting 
system for determining the cost of the 
charge for administrative overhead for 
reimbursable and overtime service. 
Therefore, using 15 percent of the 
identified costs of providing the service 
is applicable. The identified costs to 
Customs are the actual salaries, 
including overtime and other expenses 
of Customs personnel providing the 
service. 

In a decision of the Comptroller 
General on the matter of user charges 
for administrative costs of special and 
overtime Customs services (B-114898, 55 
Comp. Gen. 456, November 13, 1975), the 
Comptroller General held that Customs 
generally has authority to impose user 
charges under the User Charges Statute 
for administrative overhead from 
parties-in-interest for reimbursable and 
overtime services provided by Customs 
in addition to amounts payable for 
compensation and expenses of Customs 
officers. The proviso in the User Charges 
Statute that nothing contained therein 
was to be deemed to repeal or modify 
existing statutes fixing the amount of 
any such fee, charge or price (language 
of statute prior to recodification of Title 
31 by Pub. L. 97-258, September 13, 
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1982), was deemed by the Comptroller 
General to preclude the imposition of 
additional user charges under the User 
Charges Statute only to the extent that 
another statute expressly or by clear 
design constitutes the only source of 
assessments for a service. 

On December 21, 1983, Customs 
published a document in the Federal 
Register (48 FR 56399) proposing to 
amend Part 24, Customs Regulations, (19 
CFR Part 24), “Customs Financial and 
:\ccounting Procedure,” by adding a 
new § 24.21 entitled “Administrative 
overhead charges” to provide for 
inclusion cf an administrative overhead 
charge of 15 percent of the identified 
costs of providing for reimbursable and 
overtime services performed by 
Customs officers under §§ 24.17 and 
24.16, Customs Regulations, 
respectively. This charge would be 
collected from parties-in-interest who 
are required to reimburse Customs for 
compensation and/or expenses of 
Customs officers performing the 
reimbursable and overtime services for 
the benefit of such parties.. 

New § 24.21 also would provide for 
the inclusion of an administrative 
overhead charge of 15 percent of the 
identified costs of providing for various 
user-type services performed by 
Customs officers to parties-in-interest: 
These fees, whether billed or not, 
inc’ ade, but are not limited to: 

1. Section 4.98—Navigation fees for 
vessel services; 

2. Section 19.5—Annual fee to operate, 
and fees to establish, alter, or relocate a 
warehouse facility; (An administrative 
overhead charge of 10 percent is 
currently assessed for the annual fee to 
operate a warehouse facility. Therefore, 
there would be only a 5 percent increase 
to that charge); 

3. Section 19.40—Fee to establish 
container stations; 

4. Section 24.12(a)(3)—Fee for 
furnishing the names and addresses of 
importers of merchandise appearing to 
infringe a registered patent; 

5. Section 24.12(c)—Charge for storing 
merchandise in a Government-owned or 
rented building; 

6. Section 24.13(f)—Charge for the sale 
of in-bond an in-transit seals; 

7. Section 24.14(b)—Charge for the 
sale of Customs forms; 

8. Section 24.18—Charge for 
preclearing aircraft in a foreign country; 
(An administrative overhead charge of 
10 percent is currently assessed. 
Therefore, there would be only a 5 
percent increase to that charge); 

9. Section 111.12({a)(2)—Fee for issuing 
a customhouse broker's license; 





10. Section 112.12(a}—Fee for 
designating a carrier or freight 
forwarder as a carrier of Customs 
bonded merchandise; 

11. Section 112.22({a)(2)—Fee for 
issuing a Customs bonded cartman’s 
license; 

12. Section 133.3—Fee for recording of 
trademarks; 

13. Sections 133.5(d), 133.6(b), 
133.7(a)(3}—Fee for renewing, or 
recording a change in name of owner, or 
of ownership of, a trademark; 

14. Section 133.13(b)—Fee for 
recording of trade name; 

15. Section 133.33(b}—Fee for 
recording a copyright; and 

16. Sections 133.35(b)(2), 133.36(b), 
133.37(a})(3)—Fee for renewing, or 
recording a change in name of owner, or 
of ownership of, a copyright. 

However, there would be no 15 
percent charge if (1) imposition of such 
charge is precluded by law, such as 
administrative overhead costs 
associated with any inspection service 
required at airports of entry as a result 
of the operation of aircraft pursuant to 
Pub. L. 94-353, the Airport and Airway 
Development Act Amendments of 1976 
(49 U.S.C. 1741(e)); (2) there is a formal 
accounting system for determining 
administrative overhead for a service, in 
which case that system would be used 
for determining the cost of the charge for 
administrative overhead; or (3) the 
charge for administrative overhead for a 
service is specifically provided for 
elsewhere in the Customs Regulations. 

Customs would not assess an 
administrative overhead charge of 15 
percent for (1) traveling in a 
Government-owned vehicle on official 
travel at the request of a private party, 
or (2) carting merchandise in a 
Government-owned vehicle because 
fees relating to these areas are regulated 
by the Federal Property Management 
Regulations (see 41 CFR Part 101-7, 
Federal Travel Regulations). 

The notice advised that the 
administrative overhead charge of 15 
percent will result in the recovery of 
costs associated with the operation and 
depreciation of buildings and 
equipment, rent, postage, maintenance, 
and expenses associated with Customs 
management and supervision. 

Commenters had until February 21, 
1984, to submit comments, After careful 
consideration of the 11 comments 
received in response to the notice, and 
further review of the matter, Customs 
has determined to adopt the final rule as 
proposed. A discussion of the comments 
follows. 


Discussion of Comments 


Comment: The proposed rule is 
inconsistent with the requirements of 
the Independent Offices Appropriations 
Act (IOAA) (User Charges Statute, 31 
U.S.C. 9701). All of the fees for 
administrative overhead charges 
proposed in the notice are invalid 
including the underlying “non- 
administrative” fee charged by Customs 
for preclearance services. Preclearance 
fees in force and proposed are prima 
facie unlawful. 

Numerous court cases and other 
sources, such as federal agencies, are 
cited to support the position that the 
preclearance service primarily benefits 
the general public. It is argued that 
Customs has not calculated properly the 
cost basis for each fee assessed, and 
that Customs administrative overhead 
charged for preclearing aircraft is not 
based on what the administrative 
overhead costs actually are, but rather 
on a percentage of what the non- : 
overhead costs are. It is claimed that 
The Report of March 10, 1975, of the 
General Accounting Office, and the 
opinion of the Comptroller General, 
supra., relied on by Customs, were 
prepared before the controlling 
decisions of the federal appellate courts 
were rendered. 

Response: Customs believes these 
claims are without merit. 

Preclearance is the tentative 
examination and inspection of air 
travelers and their baggage at foreign 
places where United States Customs 
Service personnel are stationed for that 
purpose. At the specific request of an 
airline, travelers on a direct flight from a 
foreign place to the United States may 
be precleared prior to departure from 
that foreign place. A charge based on 
the excess cost to Customs of providing 
preclearance services is made to the 
airline. The reimbursable excess cost is 
the difference between (1) the cost of 
examining and inspecting air travelers 
and their baggage upon arrival in the 
United States, assuming no preclearance 
was provided, and (2) the cost of 
providing clearance for air travelers at 
the place of departure. The reimbursable 
excess cost is determined for each 
preclearance installation. The charge to 
each airline for preclearance service is 
its prorated share of the applicable 
excess cost prorated to the aircraft 
receiving such services during the 
specified billing period (see generally, 19 
CFR 24.18). 

It is clear that an airline is making a 
specific request for Customs officers to 
preclear air travelers and their baggage. 
The charge to each airline is its prorated 
share of the applicable excess cost 
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prorated to the aircraft receiving such 
services. Therefore, there is a specific 
charge for a specific service to a specific 
airline. 

An airline making a request for 
Customs preclearance services is an 
identifiable beneficiary. The recipient 
airline is receiving appropriate value 
because the fee charged by Customs to 
the airline does not exceed the cost of 
the service rendered. The fact that the 
public interest also may benefit does not 
preclude an airline from being assessed 
the full charge. 

The formula for setting a fee, 
including an amount for administrative 
expenses, need not be rigid. The fee 
need bear only a reasonable 
relationship to the cost of the service 
rendered by Customs. Courts have 
approved OMB's position that (1) in the 
absence of a formal accounting system 
for determining administrative 
overhead, no new accounting system 
need be established to determine this 
cost; and (2) the cost is to be determined 
or estimated from the best available 
records. 

The 1975 decision of the Comptroller 
General, discussed above, and the 1980 
decision of the Comptroller General 
discussed below, are dispositive. No 
other federal agency commented on this 
proposal. Customs fees and the 
assessment of an administrative 
overhead charge of 15 percent of the 
identified costs of providing the services 
proposed are proper. 

The legislative history to Pub. L. 95- 
410, the “Customs Procedural Reform 
and Simplification Act of 1978,” clearly 
establishes that Congress intended that 
the general authority of the User 
Charges Statute shall be used as a 
means to determine the fees to be 
collected by Customs to recover its costs 
to furnish vessel services. An allowance 
for overhead costs is specifically 
mandated (House Report 95-621, 95th 
Cong., 1st Sess., at 28). 

Comment: The proposed rule is 
inconsistent with international 
commitments and policies of the United 
States. The Customs proposal ignores 
the United States commitment to the 
objectives of the General Agreement on 
Tariffs and Trade (Article VIII), to limit 
fees assessed to the approximate cost of 
services rendered and to reduce the 
number and diversity of fees and 
charges. 

Preclearance in Canada, Bermuda, 
and the Bahamas is established and 
governed by formal International 
Agreements. The “Agreement Between 
The Government Of The United States 
Of America And The Government of 
Canada On Air Transport Preclearance” 
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(Preclearance Agreement) (Ottawa, May 
8, 1974, TIAS 7825), is cited to support 
the principle that preclearance is to 
facilitate air travel. 

It is claimed that Customs offers no 
explanation for the propriety of its 
proposal in light of section 6.55 of Annex 
9 entitled “International Standards and 
Recommended Practices—Facilitation 
To The Convention On International 
Civil Aviation” (Convention), (61 Stat. 
1180). Paragraph 6.55 provides that 
“Contracting States shall provide 
sufficient services of the public 
authorities concerned without charge to 
operators during working hours 
established by those authorities.” No 
notice has been provided to the Council 
of the International Civil Aviation 
Organization pursuant to Article 38 of 
the Convention. Article 38 provides in 
part that any State “. . . which deems it 
necessary to adopt regulations or 
practices differing in any particular 
respect from those established by an 
international standard, shall give 
immediate notification to the 
Internationa! Civi! Aviation 
Organization of the differences between 
its own practice and that established by 
the international standard . . .” 

Response: Customs believes that 
adoption of the proposal is not 
inconsistent with the General 
Agreement on Tariffs and Trade. Article 
VIII is intended to apply to the transit of 
merchandise internationally, rather than 
to preclearance of passengers and their 
baggage. Furthermore, Customs is 
implementing no new fees, but merely 
recalculating how existing fees are to be 
determined to recover the cost of a 
service. Article VIil contains no legal 
prohibition to Customs adoption of its 
proposal. 

The Preclearance Agreement contains 
no prohibition to Customs preclearance 
procedure as set forth in section 24.18, 
Customs Regulations, nor the proposal 
to charge administrative overhead. 
Article VI of the Preclearance 
Agreement provides that.an air carrier 
has the option to use either preclearance 
or post-clearance procedures. Article 
VIlI(b) provides that “The inspecting 
Party shall be responsible for the normal 
cost of its inspection personnel.” Article 
VIl(c) provides that “Any charges upon 
air carriers related to preclearance shall 
be based on participation at a particular 
airport location and shall be assessed in 
an equitable and non-discriminatory 
manner.” 

As noted above, an airline requests 
the preclearance service, and agrees to 
the conditions relative thereto. Airlines 
are not responsible for the normal cost 
of Customs inspection personnel. 
Airlines are charged only the 


reimbursable excess cost of the 
operation on a prorated basis, certainly 
an equitable and non-discriminatory 
approach. Customs also notes that 
Article IX provides for consultation 
concerning the interpretation, 
application, and modification of the 
Agreement and of its Annexes. 

Customs believes that Convention is 
inapplicable here. Paragraph 6.55 of 
Annex 9 to the Convention does not 
state, nor imply that airlines have a right 
to free preclearance. The Preclearance 
Agreement controls. Even if applicable, 
however, the Convention must be read 
consistent with the Preclearance 
Agreement. The issue is not whether or 
not a service will be provided “without 
charge to operators during working 
hours,” under section 6.55. The issue is 
whether or not under the Preclearance 
Agreement charges for normal costs or 
reimbursable excess costs upon airlines 
for preclearance are proper. 

Assuming arguendo that Article 6.55 is 
applicable, Article 38 of the Convention 
provides the procedure for Customs to 
file a notice of any difference. Customs 
would not, after filing the appropriate 
notice, be prohibited from implementing 
these fees. Furthermore, Articles 84, 85, 
and 86 provide a mechanism for the 
settlement of disputes. 

Comment: The proposed rule conflicts 
with the express direction of 
Congressional committees. A Decision 
of the Comptroller General (59 Comp. 
Gen. 389, B-196342, April 15, 1980), 
which cited many of the court cases 
discussed above, determined that 
pursuant to the User Charges Statute, 
Customs may continue to assess a user 
charge against airlines and recover that 
portion of its costs (including Treasury 
Enforcement Communications System) 
that are increased by its conducting 
passenger preclearance on foreign soil. 
It is claimed that the House 
Appropriations Committee in House 
Rep. No. 96-1090 rejects. the Comptroller 
General's analysis and “eviscerates” the 
opinion. 

Customs proposal is similar in nature 
to a previous Customs proposal to 
establish a schedule for commercial 
aircraft processing fees (47 FR 23182, 
May 27, 1982) and, therefore, Customs 
ignores the will of Congress. It is 
claimed that Committees from both the 
House and Senate directed Customs to 
refrain from attempting to assess the 
new user fees. Senate Report No. 97-547 
(97th Cong. 2d Sess., 23), states: 

It is the intent of the Committee to defer 
the collection of Customs inspection and 
clearance user fees or charges on commercial 
aircraft until these and related issues are 
carefully analyzed and resolved by the 
Congress. For this reason, none of the funds 


appropriated in this bill shall be used to 
collect such fees and charges. 


House Report Ne. 97-959 (97th Cong. 
2d Sess., 11) states: 


it is the Committee's intention that none of 
the funds provided in this Act are to be used 
by the United States Customs Service to 
collect inspection and/or clearance fees on 
commercial aircraft as outlined in the 
proposed amendment to Part 6, Customs 
Regulations (19 CFR Part 6), adding a new 
section 6.26 establishing a schedule for 
commercial aircraft fees. For policy reasons, 
the Committee is not in agreement with this 
proposal, and directs that it be vacated. 


Response: House Report No. 96-1090 
(96th Cong. 2d Sess., 12) states: ° 


* * * In view of the fact that this system is 
used solely for law enforcement purposes 
and does not provide an identifiable benefit 
to airlines or the travelling public, the 
Committee feels that the cost should be borne 
by the Customs Service. Funds in the bill may 
be used for that purpose. 


Although this language does not lend 
support to the 1980 opinion of the 
Comptroller General, Customs does not 
believe that this language negates that 
opinion. It is the position of the Customs 
Service that this regulation is supported 
by the decision of the Comptroller 
General. 

The 1982 Senate and House reports 
stated only that none of the funds 
provided by the relevant act (for the 
fiscal year ending September 30, 1983) 
were to be used to collect inspection 
and clearance fees for commercial 
aircraft such as those proposed in 1982. 
The new proposal does not violate the 
referenced Congressional statements 
because that fiscal year has passed and 
the new fees are different from those 
proposed in 1982. The 1982 fees were 
new fees. This document merely adds a 
charge for administrative overhead to 
existing fees. 

Comment: The notice violates section 
2(a) of Executive Order 12291 in that the 
proposal! should be based on “adequate 
information concerning the need for and 
consequences of proposed governmental 
action.” 

Response: Customs has carefully 
considered both the need for and 
consequences of the regulation and has 
determined that the regulatory action is 
appropriate. 

Comment: Customs must— 

1. Withdraw the notice of December 
21, 1983; 

2. Pursuant to section 4(e) of the 
Administrative Procedure Act (5 U.S.C. 
553(e)), repeal section 24.18, Customs 
Regulations (19 CFR 24.18), which 
“unlawfully imposes costs on carriers 
for preclearance services;” and 
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3. Institute a new rulemaking 
proceeding to establish “a refund 
mechanism which will enable airlines 
and other companies to recover 
unlawful assessments made in 
contravention of IOAA.” 

Response: For the reasons discussed 
above, Customs has determined that the 
imposition of administrative overhead 
charges contained in this document is 
appropriate and within its authority. 

Preclerance fees are assessed only 
against a carrier that has requested and 
received the services for which the fees 
are charged. Customs believes that the 
requesting carrier receives a special 
benefit. 

Accordingly, Customs is not 
withdrawing the notice of December 21, 
1983. Moreover, Customs does not 
believe that § 24.18,.Customs - 
Regulations (19 CFR 24.18), is contrary 
to its authority and therefore will not 
take any action to repeal such section or 
institute rulemaking proceedings to 
establish a refund mechanism with 
respect to fees collected pursuant to 
such section. 

Comment: Foreign countries will be 
more inclined to levy similar and 
perhaps higher fees for customs services 
performed by their respective 
government entities. 

Response: Customs disagrees. 
Implementation of this proposal is 
entirely consistent with its international 
obligations. It is unlikely to result in 
retaliation by other nations because 
Customs is simply redefining how it 
calculates the cost of existing fees, 
which are totally acceptable in the 
international community. 

Comment: The 15 percent charge is 
too high and arbitrary; it is inflationary. 
A one to three percent charge, or a flat 
$2.00 charge, is appropriate. 

Response: The Office of Management 
and Budget has established guidelines 
concerning the determination of 
administrative overhead where no 
formal accounting system exists. In the 
absense of such a system, the guidelines 
direct that no new system be developed 
solely to determine administrative 
overhead costs. Instead, administrative 
overhead costs are to be determined or 
estimated from the best available 
records of the agency. On this basis, the 
Treasury Department estimated such 
costs to be 15 percent of identified costs 
of providing services, and recommended 
that this figure be used by Treasury 
bureaus, including Customs. For these 
reasons, Customs does not believe that 
the 15 percent charge is excessive or 
arbitrary. Moreover, since it is projected 
that $6.7 million will be collected 
annually as administrative overhead 
charges, Customs does not believe such 


an amount will exert inflationary 
pressure on the economy. 

Comment: The increased costs will be 
passed on to the consumer. 

Response: It is Customs view that it is 
unlikely that there will be a full cost 
pass-through to consumers. In any 
event, the actual cost-pass-through will 
be negligible. P 

Comment: A 5 percent additional 
charge to the existing 10 percent 
administrative overhead charge for the 
warehouse operation program would 
mean an effective overhead charge of 
15.5 percent. Therefore, any and all 
overhead fees should be applied against 
the base rate. 

Response: The administrative 
overhead charge will not exceed 15 
percent. 


Executive Order 12291 


This document does not meet the 
criteria for a “major rule” as specified in 
section 1(b) of E.O. 12291. Accordingly, 
no regulatory impact analysis has been 
prepared. 


Regulatory Flexibility Act 


Pursuant to the provisions of 5 U.S.C. 
605(b), (Regulatory flexibility Act, Pub. 
L. 96-354), it is hereby certified that the 
regulations will not have a significant 
economic impact on a substantial 
number of small entities. It is estimated 
that the total impact of this document 
will reach $6.7 million, However, the 
economic impact is concentrated on 
large entities, and in any event, the costs 
to all businesses will be spread over 
many transactions. Thus, the impact is 
likely to be slight. Accordingly, the 
regulations are not subject to the 
regulatory analysis of 5 U.S.C. 604. 


Drafting Information 


The principal author of this document 
was Charles D. Ressin, Regulations 
Control Branch, Office of Regulations 
and Rulings, U.S. Customs Service. 
However, personnel from other Customs 
offices participated in its development. 


Lists of Subjects in 19 CFR Part 24 


Customs duties and inspection, 
Imports Accounting. 


Amendments to the Regulations 


Part 24, Customs Regulations (19 CFR 
Part 24), is amended by adding a new 
§ 24.21 entitled “Administrative 
overhead charges” in the table of 
contents, and the regulations as set forth 
below. 
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Approved: October 1, 1984. 
Williams von Raab 
Commissioner of Customs. 
John M. Walker, Jr., 
Assistant Secretary of the Treasury. 


PART 24—CUSTOMS FINANCIAL AND 
ACCOUNTING PROCEDURE 


§ 24.21 Administrative overhead charges. 


(a) Reimbursable and overtime 
services: An additional charge for 
administrative overhead costs shall be 
collected from parties-in-interest who 
are required to reimburse Customs for 
compensation and/or expenses of 
Customs officers performing 
reimbursable and overtime services for 
the benefit of such parties under + 
§§$ 24.17 and 24.16, respectively, of this 
part. The cost of the charge for 
administrative overhead shall be 15 
percent of the compensation and/or 
expenses of the Customs officers 
performing the service. 

(b) Other services. An additional 
charge for administrative overhead 
costs shall be collected from parties-in- 
interest who are required to reimburse 
Customs for compensation and/or 
expenses of Customs officers performing 
various services for the benefit of such 
parties. The cost of the charge for 
administrative overhead shall be 15 
percent of the compensation and/or 
expenses of the Customs officers 
performing the service. The fees, 
whether billed or not, include, but are 
not limited to: 

(1) Navigation fees for vessel services 
in § 4.98; 

(2) Annual fee to operate, and fees to 
establish, alter, or relocate a warehouse 
facility in $19.5; 

(3) Fee to establish container stations 
in § 19.40; 

(4) Fee for furnishing the names and 
addresses of importers of merchandise 
appearing to infringe a registered patent 
in § 24.12(a)(3); 

(5) Charge for storing merchandise in 
a Government-owned or rented building 
in § 24.12(c); 

(6) Charge for the sale of in-bond and 
in-transit seals in § 24.13(f); 

(7) Charge for the sale of Customs 
forms in § 24.14(b); 

(8) Charge for preclearing aircraft in a 
foreign country in § 24.18; 

(9) Fee for issuing a customhouse 
broker's license in § 111.12(a)(2); 

(10) Fee for designating a carrier or 
freight forwarder as a carrier of 
Customs bonded merchandise in 
§ 112.12(a); 

(11) Fee for issuing a Customs bonded 
cartman’s license in § 112.22(a)(2); 
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(12) Fee for recording of trademarks in 
§ 133.3; 

(13) Fee for renewing, or recording a 
change in name of owner, or of 
ownership of, a trademark in 
§§ 133.5(d), 133.6(b), 133.7(a)(3); 

(14) Fee for recording of trade name in 
§ 133.13(b); 

(15) Fee for recording a copyright in 
§ 133.33(b); and 

(16) Fee for renewing, or recording a 
change in name of owner, or of 
ownership of, a copyright in 
§§ 133.35(b)(2), 133.36(b),.133.37(a)(3); 

(c) No administrative overhead 
charge. No additional charge for 
administrative overhead costs discussed 
in paragraphs (a) and (b) of this section 
shall be collected if (1) imposition of 
such charge is precluded by law; (2) 
there is a formal accounting system for 
determining administrative overhead for 
a service, in which case that system 
shall be used for determining the cost of 
the charge for administrative overhead; 
or (3) the charge for administrative 
overhead for a service is specifically 
provided for elsewhere in this chapter. 
(R.S. 251, as amended (19 U.S.C. 66), 46 Stat. 
759 (19 U.S.C. 1624); 97 Stat. 1051 (31 U.S.C. 
9701)) 

[FR Doc. 84-30712 Filed 11-21-84; 6:45 am} 
BILLING CODE 4820-02-™ 


INTERNATIONAL TRADE 
COMMISSION 


19 CFR Part 210 


Revisions of Rules Pertaining to 
investigations of Unfair Practices in 
tmport Trade 


AGENCY: International Trade 
Commission. 
ACTION: Final rules. 


SUMMARY: These rules revise part 210 of 


the Commission’s Rules of Practice and 
Procedure governing investigations 
under section 337 of the Tariff Act of 
1930, 19 U.S.C. 1337. Part 210 covers 
investigations of unfair practices in 
import trade. These final rules reflect 
pubiic comment on proposed rules 
published on May 10, 1984, 49 FR 19830. 
The changes consolidate the rules 
pertaining to unfair trade practices 
investigations and clarify details or 
practice before the Commission. 
EFFECTIVE DATE: November 23, 1984. 


FOR FURTHER INFORMATION CONTACT: 
Tim Yaworski, Esq., or Catherine R. 
Field, Esq., Office of the General 
Counsel, U.S. International Trade 
Commission, 701 E Street NW., 
Washington, D.C. 20436, telephone (202) 
523-0311 or (202) 523-0189, respectively. 


SUPPLEMENTARY INFORMATION: The 
Commission is authorized under 19 
U.S.C. 1335 to adopt such reasonable 
procedures and rules and regulations as 
it deems necessary to carry out its 
functions and duties under section 337 
of the Tariff Act of 1930, 19 U.S.C. 1337. 
The Commission also derives authority 
for this rulemaking from the 
Administrative Procedure Act, 5 U.S.C. 
551 et seg., which authorizes the 
adoption of certain procedures in an 
adjudicative proceeding when an 
agency does not preside over the 
evidentiary hearing. 

These amendments to the 
Commission’s rules clarify procedures 
and conform the rules to practices that 
have developed under section 337. The 
Commission has also consolidated the 
rules pertaining to section 337 
investigations in Part 210. 


Analysis of Public Comments on 
Proposed Rules 


The Commission received comments 
on the proposed rules from the ITC Trial 
Lawyers Association, the Delegation of 
the Commission of the European 
Communities, and three law firms. 
Generally, these parties commented 
favorably on the proposed rules and 
made recommendations concerning 
additional changes that they believed 
desirable. 

The following is a summary and 
analysis of the comments received. The 
analysis explains why suggested 
changes were accepted or rejected. 


Section 210.6 Confidential business 
information defined and identified. 


The Commission received a 
suggestion from one law firm that the 
Commission adopt a definition of 
confidential information in section 337 
investigations that differs from the 
definition applied under § 201.6 of its 
rules. Under § 201.6 and proposed rule 
§ 210.6 the Commission would accord 
information confidential treatment if it 
meets either of two criteria. The first 
criterion is whether the disclosure of the 
submitted information is likely to impair 
the government's ability to obtain such 
information in the future. The second 
criterion is whether the information 
qualifies as a trade secret. The firm 
contends that the first criterion should 
be eliminated from rule § 210.6 because 
pre-trial discovery practice and the 
availability of compulsory process 
sufficiently protect the Commission's 
interest in securing information in a 
section 337 investigation. The firm notes 
that there is less reliance on voluntary 
compliance with requests to provide 
information in a section 337 
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investigation than in other types of 
Commission investigations. 

With regard to the second criterion, 
the submitted information's status as a 
trade secret, the firm suggests that the 
Commission define the term trade secret 
more broadly than the definition used in 
connection with exemption 4 of the 
Freedom of Information Act (5 U.S.C. 
552(b)(4)) and that the Commission 
adopt a procedure for notifying 
submitters when their documents are 
the subject of a request for release. At 
that time, the submitter could 
demonstrate whether the information 
qualifies for confidential treatment 
under exemption 4. 

The Commission does not believe that 
the suggested changes are warranted for 
several reasons. First, the Commission is 
to a large extent dependent on voluntary 
compliance with discovery requests. 
Although compulsory process is 
available in section 337 investigations, 
the strict time constraints on the 
discovery process limit the feasibility of 
resorting repeatedly to compulsory 
process. Moreover, in instances 
involving receipt of information from 
foreign respondents, voluntary 
compliance is the most expeditious 
means of developing a complete record. 

The Commission has adopted a 
definition of business confidential 
information consistent with that in the 
Freedom of Information Act. A 
submitter of information must establish 
that the information qualifies for 
business confidential treatment when it 
is submitted to the Commission. Thus it 
is unnecessary for the Secretary to the 
Commission to redetermine the 
confidential status of the information 
each time the Commission receives a 
request for release of the information. 
The Commission's current procedure 
has allowed reasonable access to 
information while protecting 
confidential information. Interpretation 
of the term “trade secret” has not posed 
difficulties in prior Commission 
investigations and broadening the 
interpretation would require the 
Commission to redetermine the status of 
the information if it is requested under 
the Freedom of Information Act. Thus, 
the Commission has decided against 
changing its definition of business 
confidential information. 


Section 210.10 Commencement of 
proceedings. 


The Deiegation of the Commission of 
the F opean Communities (EC) 
comm«nted on rule § 210.10 and 
suggested that the Commission should 
require service of the complaint upon 
the governments of the proposed foreign 
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respondents when the complaint is filed 
with the Commission. This practice 
would conform to that in the 
Commission's countervailing duty 
investigations. 

The Commission agrees that it is 
desirable to serve the complaint on the 
government of each foreign country 
represented by a respondent. Such 
service could aid in providing notice to 
the parties and in facilitating discovery 
in the foreign country. However, the 
Commission believes that the 
appropriate time for such service is 
immediately after institution of the 
investigation, rather than when the 
complaint is filed. Section 210.10 has 
accordingly been revised to provide for 
the filing of one copy of the complaint 
for each foreign country represented by 
a proposed respondent named in the 
complaint. Section 210.13 has been 
amended to provide for service by the 
Commission of the complaint and notice 
of investigation on the government of 
each foreign country represented by a 
respondent to the investigation. 


Section 210.12 Institution of 
investigation. 


The Commission received a comment 
from a firm requesting clarification of 
the Commission's intent in modifying 
this rule. In addition, this comment 
suggests that the Commission formally 
adopt the concept that institution of an 
investigation may be denied if the 
complaint fails to state a claim upon 
which relief may be granted. The 
comment suggests language similar to 
that in rule 12(b)(6) of the Federal Rules 
of Civil Procedure. The comment also 
suggests that the Commission should 
issue a written decision when it votes 
not to institute an investigation for 
failure to state a claim and that this 
decision should be a final decision 
which has precedential value and is 
appealable under section 337(c). The 
firm also contends that any 
discretionary institution policy must be 
codified to avoid denial of due process, 
uncertainty in the law, and possible 
reversal in the courts. 

The Commission's proposed 
amendment to its rule on institution of 
investigations is intended to clarify the 
current practice of basing its institution 
decision on more than simply filing the 
proper papers and reciting the elements 
of a violation of section 337. Included 
among the reasons why the Commission 
may determine not to institute an 
investigation is failure to state a cause 
of action cognizable under section 337. 

The Commission does not believe that 
any benefit would accrue from adopting 
a rule similar to rule 12(b)(6) of the 
Federal Rules of Civil Procedure. The 


Commission has exercised its discretion 
in the area of institution with 
considerable restraint. The decision on 
institution of a particular investigation is 
frequently limited to the facts peculiar to 
that case and thus the action is of 
limited precedential value. Moreover, 
complainant is notified by letter of the 
reasons for the Commission’s decision 
not to institute an investigation and may 
file an amended complaint. 

The same firm suggests that the time 
for deciding whether to institute an 
investigation after receipt of a complaint 
should be extended to 60 days. The 
present time of 30 days is allegedly 
insufficient time for foreign respondents 
to “react” to a complaint and results in 
denial of those respondents’ due process 
rights. It is said that lack of sufficient 
time to participate in the pre-institution 
phase of the investigation may have led 
the Commission to institute 
unwarranted investigations. The 
comment contends that little prejudice 
would accrue to complainants by the 
addition of 30 days to the present pre- 
institution period. The comment also 
argues that cases where time is of the 
essence could be adequately addressed 
by_the temporary relief rules. 

This comment misperceives the 
purpose underlying the pre-institution 
investigation and ignores the purpose of 
the stringent time limits in a section 337 
investigation. The pre-institution 
investigation is for the purpose of 
determining if the complaint states a 
cause of action that is cognizable under 
section 337 and if there is a likelihood 
that information may be developed 
during an investigation that could 
support a claim of a violation of section 
337. This is not an adversarial 
factfinding process. Such a process is 
conducted before the administrative law 
judges (ALJs), where appropriate 
mechanisms for discovery and other 
procedural rights exist. In addition, a 
major purpose of section 337 
investigations is to accord expeditious 
relief where warranted. Extension of the 
pre-institution phase of an investigation 
would be contrary to this purpose. 
Finally, the Commission disagrees with 
the assertion that the temporary relief 
rules could address situations where 
time is critical. The time constraints 
applicable to motions for temporary 
relief already place substantial burdens 
on the parties and the time in such cases 
is better spent in actual investigation 
under formal procedures rather than in 
an informal investigation. 


Section 210.20 The complaint. 


The Commission received several 
comments on the proposed changes to 
this rule. One firm commented that the 
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proposed changes appear to be 
advantageous if interpreted to mean that 
the list of various injury indicia are 
exemplary and that complainant is not 
required to submit information on all of 
these indicia if such information is not 
relevant to complainant's theory of 
injury. The comment suggests that the 
Commission clarify the intended effect 
of this rule in the explanatory notes. 

The Commission's proposed 
amendment of this rule was intended to 
force complainant to clarify its 
allegations concerning injury and to 
facilitate evaluation of those allegations. 
The list of injury indicia set forth in 
§ 210.20(a)(8) is exemplary in that the 
indicia are relevant to traditional injury 
theories under section 337. 

The Commission has decided sua 
sponte to require that complainants 
provide the Tariff Schedules of the 
United States (TSUS) item number of 
the imported products in the complaint. 
This change is found in § 210.20(a)(3). It 
has also decided to amend 
§ 210.20(a)(9)(iv) to specify that 
complaints must disclose rejected 
foreign patent applications in the 
complaint. 

The Commission believes that 
knowledge of the TSUS itegn number of 
the imported products will facilitate 
evaluation of the extent of importation 
of the involved article and will be useful 
to the U.S. Customs Service in the event 
an exclusion order is issued. The 
Commission also believes that explicitly 
including rejected foreign patent 
applications under § 210.20(a)(9)(iv) will 
facilitate discovery on patent issues. 
The Commission has accordingly 
amended the appropriate subsections of 
this rule. 

Another firm suggested that the 
Commission limit the requirement in 
rule § 210.20(c) that three copies of each 
license agreement and.four copies of 
each cited technical reference be filed 
with the complaint to instances when 
copies of such documents are not 
attached as exhibits to the complaint. 
Problems have not arisen in the past 
over the interpretation of this 
requirement. The requirement of three 
(or four) copies means total copies 
rather than three (or four) copies of the 
required documents with each copy of 
the complaint. 


Section 210.21 The response. 


One firm commented that the 
proposed amendment to this rule 
requiring respondents to plead 
affirmative defenses with specificity in 
the response to the complaint places too 
great a burden on foreign respondents. 
The evidence supporting affirmative 
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defenses such as patent invalidity and 
patent misuse is developed during the 
course of an investigation. This firm 
asserts that the response time allows 
such issues to be noticed in the response 
and nothing more. 

The Commission recognizes that some 
of the specific evidence supporting 
affirmative defenses such as patent 
misuse must be developed during the 
course of an investigation. Respondents, 
however, are expected to engage in a 
preliminary evaluation of the viability of 
such defenses prior to filing their 
response. More than mere notice 
pleading is required in a response. There 
must be some reason given in support of 
the assertion that a particular defense is 
viable. In order to clarify the 
Commission's position on this 
requirement, the Commission has 
amended the rule in question to state 
that affirmative defenses shall be pled 
with as much specificity as possible. 

The EC’s comment on this rule 
suggested that the 20-day time limit for 
responses to the notice of investigation 
places too great a burden on 
respondents. The comment contends 
that either the 20-day time limit for a 
response to the complaint should be 
extended by regulation and not left to 
the discretion of the AL] or the 
requirements pertaining to the nature of 
the response should be changed. 

The Commission disagrees with the 
EC’s assertion that the response period 
is inadequate to allow respondents to 
fulfill the Commission’s requirements. 
Foreign respondents receive 10 days 
additional mailing time in filing their 
responses. In addition, the Commission 
notes the ALJs’ liberal policy in granting 
requests for extensions of time in which 
to file responses if good cause is shown 
for such an extension. The Commission 
believes that procedural matters such as 
granting extension of times for filings 
should be left to the discretion of the 
ALJ because of the need for flexibility in 
these matters. Moreover, the AL] is 
better able to evaluate the specific 
needs of a given situation. 


Section 210.24 Motions. 


The EC suggested that the 
Commission's rules conform the time 
limit for response to a motion for 
temporary relief to that for a response to 
the complaint. The Commission notes 
that the time period for responding to 
the complaint is identical to that for 
responding to a temporary relief motion 
accompanying the complaint. For a 
temporary relief motion filed after 
institution of the investigation, the 
response period is 10 days. In that 
situation, the shorter response period is 
adequate because the respondent 


already has notice of the investigation 
and may already have responded to the 
complaint and notice of investigation. 
Moreover, temporary relief motions 
require expedited procedures throughout 
the proceeding. 


Section 210.25 Default. 


The Commission received several 
comments on its proposed rule on 
default. One firm suggested that in 
default cases where complainant would 
be satisfied with issuance of a cease 
and desist order or a limited exclusion 
order, the Commission should issue such 
orders without a full adjudicative 
hearing. This would allegedly save 
complainant and the Commission's staff 
considerable time and expense. 

The Commission believes that is in 
the public interest to require 
complainants to establish a prima facie 
of violation of section 337 in default 
cases even when a general exclusion 
order is not sought. Such a requirement 
provides a sounder basis for any 
Commission remedial action in the form 
of an exclusion order or cease and 
desist order. 

One firm commented that the 
Commission should expressly include in 
§ 210.25 on default authority by the ALJ 
to remove the requirement that 
defaulting respondents be served with 
discovery materials. 

The Commission believes that the 
provision in § 210.25(a) that failure to 
take specified actions may be deemed to 
result in a waiver of the right to be 
served with documents in an 
investigation and the concomitant 
provision in § 210.25(b) authorizing the 
AL] to take appropriate action under 
paragraph (a) upon a finding of default 
provides authority for the suggested 
action. The suggested amendment is 
therefore unnecessary. 


Seciion 210.30 General provisions 
governing discovery. 


The Commission received several 
suggestion from a firm regarding 
additional changes to the general 
discovery rule. The firm suggested that 
the Commission add the language “or 
other property” to § 210.30fa) which lists 
permissible discovery methods. This 
addition would conform the rule to the 
language contained in § 210.33 and 
clarify the full scope of the rule. 

The Commission agrees that this 
change will clarify the rule and avoid 
possible confusion. Section 210.30 has 
been amended accordingly. 

The same firm also contends that rule 
§ 210.30(c) is not sufficiently specific 
because it does not include a 
quantitative limitation on discovery. The 
comment suggests a limitation of 15 
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interrogatories, including subparts, and 
20 depositions. The number of 
interrogatories and depositions could be 
increased upon leave of the ALj for good 
cause shown. 

The EC also raised the issue of abuse 
of discovery and suggests that the 
Commission should provide the ALJ 
with additional guidelines on limits for 
discovery and the use of penalties for 
failure to cooperate in discovery. 

The Commission considered and 
rejected a formal quantitative limitation 
on interrogatories and depositions. The 
ALJs, in practice, often place limits upon 
the number of interrogatories and 
depositions that may be used by the 
parties. A formal limit would likely 
result in frequent motions for leave to 
take additional discovery. The matter is 
best left to the discretion of the AL]s. 

Proposals for amending the rules to 
allow the ALJ to award attorney's fees 
for abuse of discovery are beyond the 
scope of the present rulemaking. Such 
proposals will be addressed in a notice 
of proposed rulemaking which the 
Commission expects to issue in the near 
future. 


Secticn 210.31 Depositions. 


One firm suggested that the 
Commission allow use of a deposition of 
a third party other than an expert 
witness, if the deponent is located more 
than 100 miles from the place of the 
hearing. 

The Commission believes that the 
value of having live testimony before the 
fact finder outweighs the burden of 
traveling more than 100 miles. 


Section 210.37 Protective orders. 


The ITC Trial Lawyers Association 
suggested a detailed procedure for 
hearing complaints regarding violations 
of protective orders, and codification of 
the requirement that the party 
responsible for disclosure notify the 
supplier of the information of the 
disclosure. Both the association and one 
law firm provided the Commission with 
a suggested procedure for determining 
whether sanctions for protective order 
violations are appropriate and for 
determining which available sanction 
should be applied. 

The comments suggested that the 
Commission add a new subsection to 
§ 210.37 on “penalty procedures.” This 
subsection would provide for a hearing 
under the Administrative Procedure Act 
including the right to present argument 
and evidence. The firm states that the 
purpose of the rule would be to provide 
procedural safeguards and limit the 
Commission's discretion in applying a 
penalty. The suggested procedure 
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provides for an evidentiary hearing 
before an AL} with certification of a 
recommended finding to the 
Commission. The Commission would be 
required to formally consider all 
mitigating circumstances and steps 
taken to remedy the violation. In 
addition, the suggested rule provides 
that the sanction must be consistent 
with the gravity of the violation. 

The firm suggests that the 
Commission's rule needs two 
qualifications to prevent harassment of 
attorneys for technical reasons and to 
insure adequate due process in the 
consideration of sanctions. The firm 
suggests that the amended rule clearly 
state that the sanctions in the rule are 
for intentional and substantial breaches 
of the protective order. The firm asserts 
that mandatory sanctions may be 
inappropriate where, for example, a 
person fails to mark a motion 
confidential, but does mark the specific 
information confidential and has not 
distributed the motion to the public. The 
comment suggests that the Commission 
insert the words “intentionally and 
substantially” into the rule. 

The Commission agrees that some 
procedure is necessary for determining 
the necessity of sanctions for violations 
of protective orders. However, in prior 
investigations, there have been few 
instances of such violations. The 
extensive proceedings and the formal 
limits on the ALJ's and the 
Commission's discretion suggested in 
the comments are unduly restrictive. 
The procedure anticipates problems that 
have not arisen. Accordingly, the 
Commission has amended § 210.37 by 
adding a provision that upon receipt of a 
motion requesting sanctions for 
violation of a protective order or upon 
his motion, the ALJ shall determine 
whether a sanction is necessary and if 
so shall determine the appropriate 
sanction and issue an initial 
determination under § 210.53{c) of these 
rules. An initial determination will also 
be issued under § 210-53({c) if the AL} 
determines that no sanction is 
necessary. 

The Commission agrees that 
specifically providing for notification to 
the submitter of business confidential 
information of a violation of a protective 
order from the party that has revealed 
the information would codify current 
practice and would clarify the rule. 
Section 210.37 has been amended 
accordingly. 

Section 210.51 Termination of 
investigation. 

One firm disagreed with the 
Commission’s amendment which 


requires a statement in place of an 
affidavit stating that there are no other 


agreements concerning the subject 
matter of the investigation. The firm 
believes that the affidavit has more 
moral suasion than a statement and the 
inconvenience associated with obtaining 
an affidavit is more than offset by public 
policy considerations. 

The Commission believes that a 
statement that there are no other 
agreements concerning the subject 
matter of the investigation is sufficient 
to protect the public interest. Moreover, 
the burden of obtaining an affidavit in 
many instances outweighs any 
additional moral suasion possibly 
resulting from such a requirement. 


Section 210.54 Petition for review. 


One firm suggests that the 
Commission amend the rules to allow 
the prevailing party to file a petition for 
review on the issues on which it did not 
prevail in its reply to the losing party's 
petition. 

The Commission has rejected this 
suggestion because it would require the 
Commission to extend the period for 
determining whether to review an initial 
determination to allow a response to the 
reply. Each party presumably knows 
those issues on which it disagrees with 
the initial determination and can request 
review on that basis. Filing a conditional 
petition for review is preferred to 
extending the time for Commission 
action on the petitions. Such an 
extension could potentially deprive the 
Commission of adequate time to review 
the initial determination. 

One firm made repeated suggestions 
that the Commission adopt rules and 
language similar to that in the Federal 
Rules of Civil Procedure. The 
Commission has decided against making 
such changes because the proposed 
rules closely reflect practice before the 
Commission and maintain flexibility in 
the Commission's rule making process. 
Adoption of the Federal Rules could 
lessen that flexibility. 

Finally, the ITC Trial Lawyers 
Association suggested that the 
Commission should appoint a standing 
advisory committee such as exists for 
the Federal Rules of Civil Procedure 
which would continuously review the 
rules. The Commission's current 
rulemaking procedure provides for 
public comment and the Commission 
and the ALJs are receptive to receiving 
suggested changes in Commissioni 
procedures. Changes in the rulemaking 
procedure are beyond the scope of the 
current amendments. ; 


List of Subjects in 19 CFR Part 210 


Administrative practice and 
procedure, Business and industry, 
Customs duties and inspection, Imports, 
Investigations. 
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19 CFR Part 210 is revised to read as 
follows: 


Subchapter C—investigations of Unfair 
Practices in import Trade 


PART 210—ADJUDICATIVE 
PROCEDURES 


Sec. 
210.1 Applicability of part. 
210.2 General policy. 


Subpart A—General Provisions 


210.4 Definitions. 

210.5 Written submissions. 

210.6 Confidential business information 
defined and identified. 

210.7 Computation of time, additional 
hearings, postponements, continuances, 
and extensions of time. ; 

210.8 Service of process and other 
documents. 


Subpart B—Commencement of 

Proceedings ; 

210.10 Commencement of proceedings. 

210.11 Action of Commission upon receipt 
of complaint. 

210.12 Institution of investigation. 

210.13 Service of complaint and notice of 
investigation. 


Subpart C—Pleadings and Motions 


210.20 The complaint. 

210.21 The response. 

210.22 Amendments to pleadings and notice 
of investigation. 

210.23 Supplemental submissions. 

210.24 Motions. 

210.25 Default. 

210.26 Intervention. 


Subpart D—Discovery and Compulsory 

Process 

210.30 General provisions governing 
discovery. 

210.31 Depositions. 

210.32 Interrogatories. 

210.33 Request for production of documents 
and things and entry upon land. 

210.34 Request for admission. 

210.35 Subpoenas. 

210.36 Failure to make discovery; sanctions. 

210.37 Protective orders. 


Subpart E—Prehearing Conferences and 
Hearings 


210.40 Prehearing conferences. 

210.41 General provisions for hearings. 

210.42 Evidence. 

210.43 Record. 

210.44 In camera treatment of confidential 
information. 


Subpart F—Determinations and Actions 
Taken 


210.50 
210.51 
210.52 
210.53 


Summary determinations. 

Termination of investigation. 

Proposed findings and conclusions. 

Initial determination. 

210.54 Petition for review. 

210.55 Commission review on its own 
motion. 

210.56 Review by Commission. 
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Sec. 

210.57 Implementation of Commission 
action. 

210.58 Commission action, public interest 
factor, and bonding. 

210.59 Period for concluding Commission 
investigation. 

Subpart G—Appeals 

210.60 Petition for reconsideration. 

210.61 Disposition of petition for 
reconsideration. 

210.70 Interlocutory appeals. 

210.71 Appeals of final determination to the 
United States Court of Appeals for the 
Federal Circuit. 

Authority: Secs. 333 and 335 of the Tariff 

Act of 1930, 46 Stat. 699; 19 U.S.C. 1333 and 72 

Stat. 680; 19 U.S.C. 1335. 


§ 210.1 Applicability of part. 

The rules in this part govern 
procedure relating to proceedings under 
section 337 of the Tariff Act of 1930 (88 
Stat. 2053; 19 U.S.C. 1337), and Pub. L. 
710, July 2, 1940 (54 Stat. 724, 19 U.S.C. 
1337a). These rules are authorized by 
sections 333 and 335 of the Tariff Act of 
1930 (46 Stat. 699; 19 U.S.C. 1333 and 72 
Stat. 680; 19 U.S.C. 1335). 


§ 210.2 General policy. 

It is the policy of the Commission that, 
to the extent practicable and consistent 
with requirements of law, such 
proceedings shall be conducted 
expeditiously. In the conduct of such 
proceedings, the administrative law 
judge and counsel or other 
representative for each party shall make 
every effort at each stage of the 
proceedings to avoid delay. 


Subpart A—General Provisions 


§ 210.4 Definitions. 

As used in this part— 

(a) “Complainant” means a person 
who has filed a complaint with the 
Commission under this part; 

(b) “Party” means each complainant 
and respondent in the investigation, the 
Commission investigative attorney, and 
each person permitted to intervene 
pursuant to § 210.26; 

(c) “Commission investigative 
attorney” means, for purposes of a 
particular proceeding under section 337 
of the Tariff Act, the attorney(s) 
designated to engage in investigatory 
activities with respect to the proceeding, 
in his (or their) capacity as investigator 
in the proceeding; 

(d) “Administrative law judge” means 
the person appointed under section 3105 
of title 5 of the United States Code 
presiding over the taking of evidence in 
an investigation under this part; 

(e) “Respondent” means any person 
named in a notice of investigation 
issued under this part as allegedly 
violating section 337 of the Tariff Act. 


§ 210.5 Written submissions. 

(a) Caption; names of parties: Every 
submission shall contain a caption 
setting forth the name of the 
Commission, the title of the 
investigation, the docket number or 
investigation number assigned to the 
proceeding, if any, and, in the case of a 
complaint and response, the names of 
all or the primary parties to the 
proceeding. 

(b) Submissions shall be filed in 
accordance with paragraph (c) of this 
section and § 201.8 of this chapter, 
paragraphs (a), (b), (c), and (e). 

(c) Number of copies. Except as 
otherwise provided for in this part or by 
the Commission, the original and 
fourteen (14) true copies of each 
submission shall be filed with the 
Commission. While an investigation is 
before the presiding administrative law 
judge, the original and six (6) true copies 
of each submission shall be filed with 
the Commission Secretary. 

(d) Service of submissions. Except as 
otherwise provided for in this part, or by 
the Commission or the administrative 
law judge, each submission filed by a 
party with the Commission shall be 
served on all other parties and in a 
manner provided for in § 201.16 of this 
chapter. 


§ 210.6 Confidential business information 
defined and identified. 

Confidential business information 
shall be defined in accordance with 
§ 201.6(a) of this chapter and shall be 
identified and submitted in accordance 
with § 201.6(c) of this chapter. 


§ 210.7 Computation of time, additional 
hearings, postponements, continuances, 
and extensions of time. 

Unless otherwise ordered by the 
Commission or the administrative law 
judge, the computation of time, the 
granting of additional hearings, 
postponements, continuances, and 
extensions of time shall be in 
accordance with § 201.14 of this chapter. 


§ 210.8 Service of process and other 
documents. 

Unless otherwise ordered by the 
Commission or the administrative law 
judge, the service of process and other 
documents shall be in accordance with 
§ 201.16 of this chapter. 


Subpart B—Commencement of 
Proceedings 


§ 210.10 Commencement of proceedings. 

(a) Upon receipt of complaint. A 
proceeding is commenced by filing with 
the Secretary to the Commission the 
original and fourteen (14) true copies of 
a complaint, plus one copy for each 
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person named in the complaint as 
violating section 337 of the Tariff Act 
and one copy for the government of each 
foreign country of any person or persons 
so named. 

(b) Upon the initiative of the 
Commission. The Commission may upon 
its initiative commence proceedings 
based upon any alleged violation of 
section 337 of the Tariff Act. 


§ 210.11 Action of Commission upon 
receipt of complaint. 

Upon receipt of a complaint filed 
pursuant to § 201.8 of this chapter and 
§§ 210.5, 210.10, and 210.20, the 
Commission shall take the following 
actions: 

(a) Examination of complaint. The 
Commission shall examine the 
complaint for sufficiency and 
compliance with the applicable rules of 
this chapter. 

(b) Informal Investigatory activity. 
The Commission shall identify sources 
of relevant information, assure itself of 
the availability thereof, and, if deemed 
necessary, prepare subpoenas therefor, 
and give attention to other preliminary 
matters. 


§ 210.12 Institution of investigation. 
Within thirty (30) days after receipt of 
a complaint or, in exceptional 
circumstances, as soon after such period 
as possible, the Commission shall 
determine whether the complaint is 
properly filed and, if so, shall vote on 
whether to institute an investigation. 
The complaint may be withdrawn as a 
matter of right before the Commission 
votes to institute an investigation. The 
investigation shall be instituted by 
notice published in the Federal Register. 
Such notice will define the scope of the 
investigation. If the Commission 
determines not to institute an 
investigation, the complaint shall be 
dismissed and the Commission shall 
notify the complainant in writing of its 
action, with the reason(s) therefor. 


§ 210.13 Service of complaint and notice 
of investigation. 

Each respondent, including later 
named respondents, shall be served by 
the Commission with a copy of the 
complaint and any accompanying 
motion for temporary relief, and notice 
instituting the investigation upon 
institution of the investigation or as 
soon as possible after such respondents 
are named. The Department of Health 
and Human Services, the Department of 
Justice, the Federal Trade Commission, 
and such other departments and 
agencies as the Commission considers 
appropriate, shall also be served with a 
copy of the complaint and any 





accompanying motion for temporary 
relief, and notice instituting the 
investigation upon institution of the 
investigation. The government of each 
foreign country represented by a 
respondent shall also be served with a 
copy of the complaint and any 
accompanying motion for temporary 
relief, and notice instituting the 
investigation upon institution of the 
investigation. Service shall be effected 
upon institution of the investigation or 
as soon as possible after respondents 
are named. . 


Subpart C—Pleadings and Motions 


§ 210.20 The compiaint. 

(a) Contents of complaint. In addition 
to conforming with the requirements of 
§ 201.8 of this chapter and §§ 210.5{a), 
210.5(b), and 210.5(c), the complaint 
shall— 

(1) Be under oath and signed by the 
complainant or his duly authorized 
officer, attorney, or agent, with the 
name, address, and phone number of the 
complainant and any such officer, 
attorney, or agent given on the first page 
of the complaint; 

(2) Include a statement of the facts 
constituting the alleged unfair methods 
of competition and unfair acts; 

(3) Describe specific instances of 
alleged unlawful importations or sales, 
including the Tariff Schedules of the 
United States item number of the 
articles allegedly imported; 

(4) State, the name, address, and 
nature of the business (when such 
nature is known) of each person alleged 
to be violating section 337 of the Tariff 
Act; 

(5) Include a statement as to whether 
or not the alleged unfair methods of 
competition and unfair acts, or the 
subject matter thereof, are or have been 
the subject of any court or agency 
litigation, and, if so, include a brief 
summary of such litigation; 

(6) Include a description of the 
domestic industry affected, including the 
relevant operations of any licensees, 
when an element of the complaint is the 
effect or tendency to destroy or 
substantially injure, or to prevent the 
establishment of, such a domestic 
industry, and a description of the trade 
and commerce affected when an 
element of the complaint is the effect or 
tendency to restrain or monopolize such 
trade and commere; 

(7) Include a description of the 
complainant's business and his interests 
in the trade and commerce or domestic 
industry affected, and for an intellectual 
property-based complaint, include a 
showing that at least one complainant is 


the owner or exclusive licensee of the 
subject property; 

(8) State a specific theory underlying 
the general allegation(s) regarding an 
effect or tendency to destroy or 
substantially injure a domestic industry, 
to prevent the establishment of a 
domestic industry, or to have the effect 
or tendency to restrain or monopolize 
trade and commerce in the United 
States. Include a statement of facts 
indicating the effect or tendency to 
substantially injure. Such a statement 
would normally include the volume and 
trend of production, sales, and 
inventories of the involved domestic 
article; a description of the facilities and 
number and type of workers employed 
in the production of the involved 
domestic article; profit-and-loss 
information covering overall operations 
and operations concerning the involved 
domestic article; pricing information 
with respect to the involved domestic 
article; when available, volume and 
sales of imports; and other data 
pertinent to the subject matter of the 
complaint which would support the 
allegation that— 

(i) The effect or tendency of the 
importation or sales in question is to 
destroy or substantially injure an 
efficiently and economically operated 
industry in the United States; or 

(ii) The effect or tendency of the 
importations or sales in question is to 
prevent the establishment of an 
efficiently and economically operated 
industry in the United States; or 

(iii) The effect or tendency of the 
importations or sales in question is to 
restrain or monopolize trade and 
commerce in the United States; 

(9) Include, when a complaint is based 
upon the alleged unauthorized 
importation or sale of an article covered 
by, or produced under a process covered 
by, the claims of a valid U.S. letters 
patent— 

(i) The identification of each U.S. 
letters patent and a certified copy 
thereof (a iegible copy of each such 
patent will suffice for each required 
copy of the complaint); 

(ii) The identification of the ownership 
of each involved U.S. letters patent and 
a certified copy of each assignment of 
each such patent (a legible copy thereof 
will suffice for each required copy of the 
complaint); 

(iii) The identification of each licensee 
under each involved U.S. letters patent; 

(iv) When known, a list of each 
foreign patent, each foreign patent 
application (not already issued as a 
patent), and each foreign patent 
application that has been denied 
corresponding to each involved U.S. 
letters patent, with an indication of the 
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prosecution status of each such foreign 
patent application; 

(v) A nontechnical description of the 
invention of each involved U.S. letters 
patent; 

(vi) A reference to the specific claims 
in each involved U.S. letters patent 
which allegedly cover the article 
imported or sold by each person named 
as violating section 337 of the Tariff Act, 
or the process under which such article 
was produced; 

(vii) A showing of any domestic 
production of the involved article or of 
any domestic utilization of the involved 
process allegedly covered by the above 
specific claims of each involved U.S. 
letters patent, and a showing that each 
person named as violating section 337 of 
the Tariff Act is importing and/or selling 
the article covered by, or produced 
under the involved process covered by, 
the above specific claims of each 
involved U.S. letters patent. The 
complainant shall make such showing 
by appropriate allegations, and, when 
practicable, by a chart which applies an 
exemplary claim of each involved U.S. 
letters patent to a representative 
involved domestic article or process and 
to a representative involved article of 
each person named as violating section 
337 of the Tariff Act or to the process 
under which such article was produced; 
and 

(viii) Drawings, photographs, or other 
visual representations of both the 
involved domestic article or process and 
the involved article of each person 
named as violating section 337 of the 
Tariff Act, or of the process utilized in 
producing such article, and, when a 
chart is furnished under paragraph 
(a)($)(vii) of this section, the parts of 
such drawings, photographs, or other 
visual representations should be labeled 
so that they can be read in conjunction 
with such chart; and 

(10) Contain a request for relief 
sought. When the complaint contains a 
request for temporary relief pursuant to 
19 U.S.C. 1337 (e) or (f), a separate 
motion for temporary relief shall 
accompany the complaint in accordance 
with § 210.24(e). 

(b) Submissions of artieles as 
exhibits. At the time the complaint is 
filed, when practical and possible, the 
involved articles shall be submitted as 
exhibits—both the involved domestic 
article and that of each person named as 
violating section 337 of the Tariff Act. 

(c) Additional material to accompany 
each patent-based complaint. There 
shall accompany the submission of the 
original of each complaint based upon 
the alleged unauthorized importation or 
sale of an article covered by, or 
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produced under a process covered by, 
the claims of a valid U.S. letters patent 
the following: 

(1) Three (3) copies of each license 
agreement arising out of each involved 
U.S. letters patent, except that, to the 
extent that a standard license agreement 
is used, three (3) copies of the standard 
license agreement and a list of the 
licensees operating under such 
agreement will suffice; 

(2) One (1) certified copy of the Patent 
and Trademark Office file wrapper for 
each involved U.S. letters patent, plus 
three (3) additional copies thereof; and 

(3) Four (4) copies of each patent and 
applicable pages of each technical 
reference mentioned in the file wrapper 
of each involved U.S. letters patent. 

(d) Additional material to accompany 
each registered trademark-based 
complaint. There shall accompany the 
submission of the original of each 
complaint based upon the alleged 
unauthorized importation or sale of an 
article covered by a federally registered 
trademark one (1) certified copy of the 
trademark registration. 

(e) Additional material to accompany 
each complaint based on a nonfederally 
registered trademark. There shall 
accompany the submission of the 
original of each complaint based upon 
the alleged unauthorized importation or 
sale of an article covered by a 
nonfederally registered trademark the 
following: 

(1) Information concerning prior 
attempts to register the alleged 
trademark. 

(2) Information on the status of 
current attempts to register the alleged 
tradematk. 

(f) Additional material to accompany 
each copyright-based complaint. There 
shall accompany the submission of the 
original of each complaint based upon 
the alleged unauthorized importation or 
sale of an article covered by a copyright 
one (1) certified copy of the copyright 
registration. 


§ 210.21 The response. 

(a) Time for response. Respondents 
shall have twenty (20) days (unless 
otherwise ordered in the notice of 
investigation or by the administrative 
law judge) from the date of service of 
the complaint and notice of 
investigation within which to respond, 
in writing, to the complaint and the 
notice of investigation. 

(b) Contents of the response. In 
addition to conforming to the 
requirements of § 201.8 of this chapter 
and § 210.5, each response shall be 
under oath and signed by respondent or 
his duly authorized officer, attorney, or 
agent, with the name, address, and 


telephone number of the respondent and 
any such officer, attorney, or agent given 
on the first page of the response. Each 
respondent shall respond to each 
allegation in the complaint and in the 
notice of investigation, and shall set 
forth a concise statement of the facts 
constituting each ground of defense. 
There shall be a specific admission, 
denial, or explanation of each fact 
alleged in the complaint and notice, or if 
the respondent is without knowledge of 
any such fact, a statement to that effect. 
Allegations of a complaint and notice 
not thus answered may be deemed to 
have been admitted. Each response shall 
include, when available, statistical data 
on the quantity and value of imports of 
the involved article in addition to a 
statement concerning the respondent's 
capacity to produce the subject article 
and the relative significance of the 
United States market to its operations. 
Affirmative defenses shall be pleaded 
with as much specificity as possible in 
the response. When the alleged unfair 
methods of competition and unfair acts 
are based upon the claims of a valid 
U.S. letters patent, the respondent is 
encouraged to make the following 
showing, when appropriate: 

(1) If it is asserted in defense that the 
article imported or sold by respondent is 
not covered by, or produced under a 
process covered by, the claims of each 
involved U.S. letters patent, a showing 
of such noncoverage for each involved 
claim in each U.S. letters patent in 
question shall be made, which showing 
may be made by appropriate allegations 
and, when practicable, by a chart which 
applies the involved claims of each U.S. 
letters patent in question to a 
representative involved imported article 
of respondent or to the process under 
which such article was produced; 

(2) Drawings, photographs, or other 
visual representations of the involved 
imported article of respondent or the 
process utilized in producing such 
article, and, when a chart is furnished 
under paragraph (b)(1) of this section, 
the parts of such drawings, photographs, 
or other visual representations should 
be labeled so that they can be read in 
conjunction with such chart; and 

(3) If the claims of any involved U.S. 
letters patent are asserted to be invalid 
or unenforceable, the basis for such 
assertion, including, when prior art is 
relied on, a showing of how the prior art 
renders each claim invalid or 
unenforceable, and a copy of such prior 
art. 

(c) Submission of article as exhibit: 
At the time the response is filed, when 
practical and possible, the involved 
imported article shall be submitted as 
an exhibit. 
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§210.22 Amendments to pleadings and 
notice of investigation. 

(a) Amendment of complaint. The 
complaint may be amended at any time 
prior to the institution of the 
investigation, and, after institution, may 
be amended for good cause shown upon 
such conditions as are necessary to 
avoid prejudicing the public interest and 
the rights of the parties to the 
investigation by a change in the scope of 
the investigation which results from 
such amendment. 

(b) By Jeave. If and whenever 
disposition of the issues in an 
investigation on the merits will be 
facilitated, the administrative law judge, 
upon such conditions as are necessary 
to avoid prejudicing the public inierest 
and the rights of the parties to an 
investigation, may allow appropriate 
amendments to pleadings: Provided, 
however, that a motion for amendment 
of a complaint after the institution of an 
investigation shall be made to the 
administrative law judge, who shall 
grant the motion by filing with the 
Commission an initial determination, or 
shall deny the motion by issuing an 
order directing denial; the motion shall 
be decided according to the standards of 
paragraph (a) of this section. A motion 
for amendment of a notice of 
investigation shall be dealt with as 
provided for with respect to motions for 
amendment of a complaint. 

(c) Conformance to evidence. When 
issues not raised by the pleadings or 
notice of investigation, but reasonably 
within the scope of the pleadings and 
notice, are considered during the taking 
of evidence by express or implied 
consent of the parties, they shall be 
treated in all respects as if they had 
been raised in the pleadings and notice. 
Such amendments of the pleadings and 
notice as may be necessary to make 
them conform to the evidence and to 
raise such issues shall be allowed at ‘any 
time, and shall be effective with respect 
to all parties who have expressly or 
impliedly or consented. 


§210.23 Supplemental submissions. 


The administrative law judge may, 
upon reasonable notice and such terms 
as are just, permit service of a 
supplemental submission setting forth 
transactions, occurrences, or events 
which have taken place since the date of 
the submissions sought to be 
supplemented and which are relevent to 
any of the issues involved. 


§210.24 Motions. 


(a) Presentation and disposition. {1} 
During the period between the 
institution of an investigation and the 
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assignment of the investigation to a 
presiding administrative law judge, all 
motions shall be addressed to the Chief 
Administrative Law Judge. During the 
time an investigation is before an 
administrative law judge, all motions 
therein shall be addressed to the 
administrative law judge. 

(2) When an investigation is before 
the Commission, all motions shall be 
addressed to the Chairman of the 
Commission. A motion to amend the 
complaint and notice of investigation to 
name an additional respondent after 
institution shall be served on the 
proposed respondent. All written 
motions shall be filed with the 
Commission Secretary and served upon 
each party. 

(b) Content. All written motions shall 
state the particular order, ruling, or 
action desired and the grounds therefor. 

(c) Responses to motions. Within ten 
(10) days after service of any written 
motions, or within such longer or shorter 
time as may be designated by the 
administrative law judge or the 
Commission, a nonmoving party, or in 
the instance of a motion to amend the 
complaint or notice of investigation to 
name an additional respondent after 
institution the proposed respondent, 
shall respond or he may be deemed to 
have consented to the granting of the 
relief asked for in the motion. The 
moving party shall have no right to 
reply, except as permitted by the 
administrative law judge or the 
Commission. 

(d) Motions for extensions. As a 
matter of discretion, the administrative 
law judge or the Commission may waive 
the requirements of this section as to 
motions for extension of time, and may 
rule upon such motions, ex parte. 

(e) Motion for temporary relief. 
Requests for temporary relief pursuant 
to 19 U.S.C. 1337 (e) or (f) shall be made 
through a motion under § 210.24(e) (1) or 
(2). as 
(1) Motion accompanying complaint. 
A complaint requesting temporary relief 
pursuant to § 210.20(a)(10) shall be 
accompanied by a motion which sets 
forth complainant's request for 
temporary relief. The motion shall 
contain a detailed statement of specific 
facts bearing on: 

(i) Complainant's probability of 
success on the merits; 

(ii) Immediate and substantial harm to 
the domestic industry in the absence of 
the requested temporary relief; 

(iii) Harm, if any, to the proposed 
respondents if the requested temporary 
relief is granted; and 

(iv) The effect, if any, that the 
issuance of the requested temporary 
relief would have on the public interest. 


The motion shall contain in addition a 
memorandum of points and authorities 
in support of the motion and affidavits 
executed by persons with knowledge of 
the facts specified in the motion. A 
motion for temporary relief 
accompanying a complaint shall be 
deemed filed on the date that the 
Commission institutes an investigation 
and shall be served with the complaint 
and notice of investigation in 
accordance with § 210.13. A motion for 
temporary relief accompanying a 
complaint shall be forwarded to the 
administrative law judge for decision in 
the form of an initial determination to be 
issued pursuant to § 210.53(b). A motion 
for temporary relief may be ruled upon 
without a hearing by the administrative 
law judge in accordance with § 210.50 
and denied when the motion is not in 
substantial compliance with the 
requirements of this section. 

(2) Motions filed after institution of 
the investigation. A motion for 
temporary relief may be filed after the 
institution of an investigation by the 
Commission. Such a motion shall 
contain a statement of specific facts, 
memorandum of points and authorities, 
and affidavits as required in 
§ 210.24(e)(1), and a showing that 
extraordinary changed circumstances 
exist warranting temporary relief and 
that the moving party was not and with 
due diligence could not have been 
aware of the extraordinary changed 
circumstances at the time the complaint 
was filed. 

(3) Response to mation for temporary 
relief. Any party may file a response to 
a motion for temporary relief. Responses 
shall be filed within twenty (20) days 
after the service of a motion 
accompanying the complaint and ten 
(10) days after service of a motion filed 
after the institution of an investigation, 
unless otherwise ordered by the 
adminstrative law judge. The response 
shall contain: 

(i) A statement which sets forth with 
particularity any objection to the motion 
for temporary relief; 

(ii) A statement which sets forth with 
specificity facts bearing on: 

(A) Complainant's probability of 
success on the merits; 

(B) Immediate and substantial harm, if 
any, to the domestic industry in the 
absence of the requested temporary 
relief; 

(C) Harn, if any, to the proposed 
respondents if the requested temporary 
relief is granted; and’ 

(D) The effect, if any, that the 
issuance of the requested temporary 
relief would have on the public interest; 

(iii) A memorandum of points and 
authorities in opposition to the motion; 
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(iv) Affidavits, where possible, 
executed by persons with knowledge of 
the facts specified in the response. 


§ 210.25 Default. 


(a) Definition of default. Failure of a 
respondent to take actions including but 
not limited to the following: File a 
response to the complaint and notice 
pursuant to § 210.21 within the time 
provided, respond to a motion for 
summary determination, respond to a 
motion which materially alters the scope 
of the notice of investigation, or appear 
at a hearing before the administrative 
law judge on the issue of violation of 
section 337, may be deemed to 
constitute a waiver of the respondent's 
right to appear, to be served with 
documents, and to contest the 
allegations at issue in the investigation. 

(b) Procedure for determining default. 
If a respondent has failed to respond or 
appear as enumerated in paragraph (a) 
of this section, the administrative law 
judge upon motion or his own initiative 
shall order such respondent to show 
cause why it should not be found in 
default. If the respondent fails to show 
cause why it should not be found in 
default, the administrative law judge 
may make any orders appropriate to 
paragraph (a) of this section. 

(c) Relief against a respondent in 
default. The Commission shall issue 
relief against a respondent found to be 
in default if: 

(1) The record developed by the 
administrative law judge establishes a 
prima facie case of violation of section 
337 or reason to believe there is a 
violation of section 337; 

(2) A remedy exists which is 
appropriate for the violation found to 
exist; and . 

(3) The public interest as defined in 19 
U.S.C. 1337 (e) and (f) does not preclude 
such relief. 


In their consideration of whether a 
prima facie case has been presented, the 
administrative law judge and the 
Commission may draw appropriate 
adverse inferences as provided in 

§ 210.36 against a respondent in default 
with respect to those issues for which 
complainant has made a good faith but 
unsuccessful effort to obtain evidence. 


§ 210.26 Intervention. 


Any person desiring to intervene in «n 
investigation under this part shall make 
written application in the form of a 
motion setting forth a sufficient basis 
therefor. Such application shall have 
attached to it a certificate showing 
service thereof upon each party to the 
investigation in accordance with the 
provisions of § 201.16 of this chapter. A 
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similar certificate shall be attached to 
the answer filed by any party with 
respect to the application showing 
service of such answer upon the 
applicant and all other parties. The 
Commission, or the administrative law 
judge by initial determination, may 
permit the intervention of such person to 
such extent and upon such terms as may 
be deemed proper under the 
circumstances. 


Subpart D—Discovery and 
Compulsory Process 


§ 210.30 General provisions governing 
discovery. 

(a) Discovery methods. The parties to 
an investigation may obtain discovery 
by one or more of the following 
methods: Depositions upon oral 
examination or written questions; 
interrogatories; production of documents 
or things for inspection and other 
purposes; requests for admissions; and 
entry upon land or other property. 

(b) Scope of discovery. Unless 
otherwise ordered by the administrative 
law judge, a party may obtain discovery 
regarding any matter, not privileged, 
which is relevant to the claim or defense 
of any other party, including the 
existence, description, nature, custody, 
condition and location of any books, 
documents or other tangible things, and 
the identity and location of persons 
having knowledge of any discoverable 
matter. It is not ground for objection that 
the information sought will be 
inadmissible at hearings if the 
information sought appears reasonably 
calculated to lead to the discovery of 
admissible evidence. 

(c) Limitations on discovery. The 
administrative law judge shall place 
such limits upon the kind or amount of 
discovery to be had or the period of time 
during which discovery may be carried 
out as shall be consistent with the time 
limitations set forth in § 210.53 relating 
to initial determinations of whether 
there is reason to believe there is, or 
whether there is, a violation of section 
337 of the Tariff Act. 

(d) Supplementation of responses. A 
party who has responded to a request 
for discovery with a response that was 
complete when made is under no-duty to 
supplement his response to include 
information thereafter acquired, except 
as follows: 

(1) A party is under a duty to 
seasonably supplement his response 
with respect to any question directly 
addressed to— 

(i) The identity and location of 
persons having knowledge of 
discoverable matters; and 


(ii) The identity of each person 
expected to be called as an expert 
witness at a hearing, the subject matter 
on which he is expected to testify, and 
the substance of his testimony. 

(2) A party is under a duty to 
seasonably amend a prior response if he 
obtains information upon the basis of 
which— 

(i) He knows that the response was 
incorrect when made; or 

(ii) He knows that the response, 
though correct when made, is no longer 
true, and the circumstances are such 
that a failure to amend the response is 
in substance a knowing concealment. 

(3) A duty to supplement responses 
may be imposed by order of the 
administrative law judge, agreement of 
the parties, or at any time prior to a 
hearing through new requests for 
supplementation of prior responses. 


§ 210.31 Depositions. 

(a) When depositions may be taken. 
After the date of publication in the 
Federal Register of the notice instituting 
the investigation, any party may take 
the testimony.of any person, including a 
party, by deposition upon oral 
examination or written questions. Leave 
of the administrative law judge must be 
obtained only if the complainant seeks 
to take a deposition prior to the 
expiration of twenty (20) days after the 
date of service of the complaint and 
notice of investigation. 

(b) Persons before whom depositions 
may be taken. Depositions may be taken 
before a person having power to 
administer oaths by the laws of the 
United States or of the place where the 
examination is held. 

(c) Notice of examination. A party 
desiring to take the deposition of a 
person shall give notice in writing to 
every other party to the investigation of 
not less than ten (10) days if the 
deposition is to be taken within the 
United States, and not less than fifteen 
(15) days if the deposition is to be taken 
elsewhere. The administrative law ,. ige 
may designate a shorter or longer time. 
The notice shall state the time and place 
for taking the deposition and the name 
and address of each person to be 
examined, if known, and, if the name is 
not known, a general description 
sufficient to identify him or the 
particular class or group to which he 
belongs. A notice may provide for the 
taking of testimony by telephone, but 
the administrative law judge may, on 
motion of any party, require that the 
deposition be taken in the presence of 
the deponent. The parties may stipulate 
in writing, or the administrative law 
judge may upon motion order, that the 
testimony at a deposition be recorded 
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by other than stenographic means. If a 
subpoena duces tecum is to be served 
on the person to be examined, the 
designation of the materials to be 
produced as set forth in the subpoena 
shall be attached to or included in the 
notice. 

(d) Taking of deposition. Each 
deponent shall be duly sworn, and any 
adverse party shall have the right to 
cross-examine. Objections to questions 
or documents shall be in short form, 
stating the grounds of objections relied 
upon. Evidence objected to shall be 
taken subject to the objections, except 
that privileged communications and 
subject matter need not be disclosed. 
The questions propounded and the 
answers thereto, together with all 
objections made, shall be reduced to 
writing, after which the deposition shall 
be subscribed by the deponent (unless 
the parties by stipulation waive signing 
or the deponent is ill or cannot be found 
or refuses to sign) and certified by the 
verson before whom the deposition was 
taken. If the deposition is not subscribed 
by the deponent, the person 
administering the oath shall state on the 
record such fact and the reasons 
therefor. When a deposition is recorded 
by stenographic means, the 
stenographer shall certify on the 
transcript that the witness was sworn in 
the stenographer's presence and that the 
transcript is a true record of the 
testimony of the witness. When a 
deposition is recorded by other than 
stenographic means and is thereafter 
transcribed, the person transcribing it 
shall certify that the person heard the 
witness sworn on the recording and that 
the transcript is a correct writing of the 
recording. Thereafter, that person shall 
forward one (1) copy to each party who 
was present or represented at the taking 
of the deposition. 

(e) Depositions of nonparty officers or 
employees of the Commission or of 
other Government agencies. A party 
desiring to take the deposition of an 
officer or employee of the Commission 
other than the Commission investigative 
attorney, or of an officer or employee of 
another Government agency, or to 
obtain documents or other physical 
exhibits in the custody, control, and 
possession of such officer or employee, 
shall proceed by written motion to the 
administrative law judge for leave to 
apply for a subpoena under § 210.35(c). 
Such a motion shall be granted only 
upon a showing that the information 
expected to be obtained thereby is 
within the scope of discovery permitted 
by § 210.30(b) and cannot be obtained 
without undue hardship by alternative 
means. 
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(f) Filing of deposition. The party 
taking the deposition shall file one (1) 
copy thereof with the Commission 
investigative attorney, and shall give 
prompt notice of such filing to all other 
parties. 

(g) Admissibility of depositions. The 
fact that a deposition is taken and filed 
with the Commission investigative 
attorney as provided in this section does 
not constitute a determination that it is 
admissible in evidence or that it may be 
used in the investigation. Only such part 
of a deposition as is received in 
evidence at a hearing shall constitute a 
part of the record in such investigation 
upon which a determination may be 
based. Objections may be made at the 
hearing to receiving in evidence any 
deposition or part thereof for any reason 
which would require the exclusion of the 
evidence if the witness were then 
present and testifying. 

(h) Use of depositions. A deposition 
may be used as evidence against any 
party who was present or represented at 
the taking of the deposition or who had 
reasonable notice thereof, in accordance 
with any of the following provisions: 

(1) Any desposition may be used by 
any party for the purpose of 
contradicting or impeaching the 
testimony of a deponent as a witness, 

(2) The deposition of a party may be 
used by an adverse party for any 
purpose, 

(3) The deposition of a witness, 
whether or not a party, may be used by 
any party for any purpose if the 
administrative law judge finds— 

(i) That the witness is dead; or 

(ii) That the witness is out of the 
United States, unless it appears that the 
absence of the witness was procured by 
the party offering the deposition; or 

(iii) That the witness is unable to 
attend or testify because of age, illness, 
infirmity, or imprisonment; or 

(iv) That the party offering the 
deposition has been unable to procure 
the attendance of the witness by 
subpoena; or 

(v) Upon application and notice, that 
such exceptional circumstances exist as 
to make it desirable, in the interest of 
justice and with due regard to the 
importance of presenting the oral 
testimony of witnesses at a hearing, to 
allow the deposition to be used. 

(4) If only part of a deposition is 
offered in evidence by a party, an 
adverse party may require him to 
introduce any other part which ought in 
fairness to be considered with the part 
introduced, and any party may 
introduce any other parts. 


§ 210.32 interrogatories. 

(a) Scope; use at hearing. Any party 
may serve upon any other party written 
interrogatories to be answered by the 
party served. Interrogatories may relate 
to any matters which can be inquired 
into under § 210.30(b), and the answers 
may be used to the extent permitted by 
the rules of evidence. 

(b) Procedure. (1) Interrogatories may 
be served upon any party after the date 
of publication in the Federal Register of 
the notice of investigation. 

(2) Parties answering interrogatories 
shall repeat the interrogatories being 
answered immediately preceding the 
answers. Each interrogatory shall be 
answered separately and fully in writing 
under oath, unless it is objected to, in 
which event the reasons for objection 
shall be stated in lieu of an answer. The 
answers are to be signed by the person 
making them, and the objections are to 
be signed by the attorney making them. 
The party upon whom the 
interrogatories have been served shall 
serve a copy of the answers, and 
objections, if any, within ten (10) days 
after the service of the interrogatories. 
The administrative law judge may allow 
a shorter or longer time. The party 
submitting the interrogatories may move 
for an order under § 210.36(a) with 
respect to any objection to or other 
failure to answer an interrogatory. 

(3) An interrogatory otherwise proper 
is not necessarily objectionable merely 
because an answer to the interrogatory 
involves an opinion or contention that 
relates to fact or the application of law 
to fact, but the administrative law judge 
may order that such an interrogatory 
need not be answered until after 
designated discovery has been 
completed or until a prehearing 
conference or a later time. 

(c) Option to produce records. When 
the answer to an interrogatory may be 
derived or ascertained from the records 
of the party upon whom the 
interrogatory has been served or from 
an examination, audit, or inspection of 
such records, or from a compilation, 
abstract, or summary based thereon, 
and the burden of deriving or 
ascertaining the answer is substantially 
the same for the party serving the 
interrogatory as for the party served, it 
is a sufficient answer to such 
interrogatory to specify the records from 
which the answer may be derived or 
ascertained and to afford to the party 
serving the interrogatory reasonable 
opportunity to examine, audit, or inspect 
such records and to make copies, 
compilations, abstracts, or summaries. 
The specifications provided shall 
include sufficient detail to permit the 
interrogating party to identify readily 
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the documents from which the answer 
may be ascertained. 


§ 210.33 Request for production of 
documents and things and entry upon land. 


(a) Scope. Any party may serve on 
any other party a request: (1) To 
produce and permit the party making the 
request, or someone acting on his behalf, 
to inspect and copy any designated 
documents (including writings, 
drawings, graphs, charts, photographs, 
and other data compilations from which 
information can be obtained), or to 
inspect and copy, test, or sample any 
tangible things which are in the 
possession, custody, or control of the 
party upon whom the request is served; 
or (2) to permit entry upon designated 
land or other property in the possession 
or control of the party upon whom the 
request is served for the purpose of 
inspection and measuring, surveying, 
photographing, testing, or sampling the 
property or any designated object or 
operation thereon, within the scope of 
§ 210.30(b). 

(b) Procedure. (1) The request may be 
served upon any party after the date of 
publication in the Federal Register of the 
notice of investigation. The request shall 
set forth the items to be inspected, either 
by individual item or by category, and 
describe each item and category with 
reasonable particularity. The request 
shall specify & reasonable time, place, 
and manner of making the inspection 
and performing the related acts. 

(2) The party upon whom the request 
is served shall serve a written response 
within ten (10) days after the service of 
the request. The administrative law 
judge may allow a shorter or longer 
time. The response shall state, with 
respect to each item or category, that 
inspection and related activities will be 
permitted as requested, unless the 
request is objected to, in which event 
the reasons for objection shall be stated. 
If objection is made to part of an item or 
category, the part shall be specified. The 
party submitting the request may move 
for an order under § 210.36(a) with 
respect to any objection to or other 
failure to respond to the request or any 
part thereof, or any failure to permit 
inspection as requested. A party who 
produces documents for inspection shall 
produce them as they are kept in the 
usual course of business or shall 
organize and label! them to correspond 
to the categories in the request. 

(c) Persons not parties. This rule does 
not preclude issuance of an order 
against a person not a party to permit 
entry upon land. 
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§ 210.34 Request for admission. 


(a) Form, content, and service of 
request for admission. Any party may 
serve on any other party a written 
request for admission of the truth of any 
matters relevant to the investigation and 
set forth in the request that relate to 
statements or opinions of fact or of the 
application of law to fact, including the 
genuineness of any documents 
described in the request. Copies of 
documents shall be served with the. 
request unless they have been otherwise 
furnished or are known to be, and in the 
request are stated as being, in the 
possession of the other party. Each 
matter as to which an admission is 
requested shall be separately set forth. 
The request may be served upon a party 
whose’complaint is the basis for the 
investigation after the date of 
publication in the Federal Register of the 
notice of investigation. The request may 
be served upon any other party at any 
time twenty (20) days after the date of 
service of the complaint and notice of 
investigation, unless leave of the 
administration law judge is obtained to 
serve the request at an earlier date. 

(b) Answers and objections to 
requests for admissions. A party 
answering a request for admission shall 
repeat the request for admission , 
immediately preceding his answer. The 
matter may be deemed admitted unless, 
within ten (10) days after service of the 
request, or within such shorter or longer 
time as the administrative law judge 
may allow, the party to whom the 
request is directed serves upon the party 
requesting the admission a sworn 
written answer or objection addressed 
to the matter. If objection is made, the 
reasons therefor shall be stated. The 
answer shall specifically deny the 
matter or set forth in detail the reasons 
why the answering party cannot 
truthfully admit or deny the matter. A 
denial shall fairly meet the substance of 
the requested admission, and when good 
faith requires that a party qualify his 
answer or deny only a part of the matter 
as to which an admission is requested, 
he shall specify so much of it as is true 
and qualify or deny the remainder. An 
answering party may not give lack of 
information or knowledge as a reason 
for failure to admit or deny unless he 
states that he has made reasonable 
inquiry and that the information known 
to, or readily obtainable by him, is 
insufficient to enable him to admit or 
deny. A party who considers that a 
matter as to which an admission has 
been requested presents a genuine issue 
for a hearing may not object to the 
request on that ground alone; he may 


deny the matter or set forth reasons why 
he cannot admit or deny it. 

(c) Sufficiency of answers. The party 
who has requested the admissions may 
move to determine the sufficiency of the 
answers or objections. Unless the 
objecting party sustains his burden of 
showing that the objection is justified, 
the administrative law judge shall order 
that an answer be served. If the 
administrative law judge determines 
that an answer does not comply with the 
requirements of this section, he may 
order either that the matter is admitted 
or that an amended answer be served. 
The administrative law judge may, in 
lieu of these orders, determine that final 
disposition of the request be made at a 
prehearing conference or at a designated 
time prior to a hearing under this part. 

(d) Effect of admissions; withdrawal 
or amendment of admission. Any matter 
admitted under this rule may be 
conclusively established unless the 
administrative law judge on motion 
permits withdrawal “or amendment” of 
the admission. The administrative law 
judge may permit withdrawal or 
amendment when the presentation of 
the issues of the investigation will be 
subserved thereby and the party who 
obtained the admission fails to satisfy 
the administrative law judge that 
withdrawal or amendment will 
prejudice him in maintaining his position 
on the issues of the investigation. Any 
admission made by a party under this 
rule is for the purpose of the pending 
investigation only and is not an 
admission by him for any other purpose 
nor may it be used against him in any 
other proceeding. 


§ 210.35 Subpoenas. 

(a) Application for issuance of a 
subpoena—(1) Subpoena ad 
testificandum. An application for 
issuance of a subpoena requiring a 
person to appear and depose or testify 
at the taking of a deposition or at a 
hearing shall be made to the 
administrative law judge. 

(2) Subpoena duces tecum. An 
application for issuance of a subpoena 
requiring a person to appear and depose 
or testify and to produce specified 
documents, papers, books, or other 
physical exhibits at the taking of a 
deposition, at a prehearing conference, 
at a hearing, or under any other 
circumstances, shall be made in writing 
to the administrative law judge and 
shall specify the material to be produced 
as precisely as possible, showing the 
general relevancy of the material and 
the reasonableness of the scope of the 
subpoena. 

(b) Use of subpoena for discovery. 
Subpoenas may be used by any party 
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for purposes of discovery or for 
obtaining documents, papers, books, or 
other physical exhibits for use in 
evidence, or for both purposes. When 
used for discovery purposes, a subpoena 
may require a person to produce and 
permit the inspection and copying of 
nonprivileged documents, papers, books, 
or other physical exhibits which 
constitute or contain evidence relevant 
to the subject matter involved and 
which are in the possession, custody, or 
control of such person. 

(c) Application for subpoenas for 
nonparty Commission records or 
personnel or for records or personnei of 
other Government agencies—(1) 
Procedure. An application for issuance 
of a subpoena requiring the production 
of nonparty documents, papers, books, 
physical exhibits, or other material in 
the records of the Commission, or 
requiring the appearance of an official 
or employee of the Commission (other 
than the Commission investigative 
attorney), or requiring the production of 
records or personnel of other 
Government agencies shall specify as 
precisely as possible the material to be 
produced, the nature of the information 
to be disclosed, or the expected 
testimony of the official or employee, 
and shall contain a statement showing 
the general relevancy of the material, 
information, or testimony and the 
reasonableness of the scope of the 
application, together with a showing 
that such material, information, or 
testimony or their substantial equivalent 
could not be obtained without undue 
hardship by alternative means. 

(2) Ruling. Such applications shall be 
ruled upon by the administrative law 
judge. To the extent that the motion is 
granted, the administrative law judge 
shall provide such terms and conditions 
for the production of the material, the 
disclosure of the information, or the 
appearance of the official or employee 
as May appear necessary and 
appropriate for the protection of the 
public interest. 

(3) Application for subpoena grounded 
upon the Freedom of Information Act. 
No application for a subpoena for 
production of documents grounded upon 
the Freedom of Information Act (5 U.S.C. 
552) shall be entertained by the 
administrative law judge. 

(d) Motion to limit or quash. Any 
motion to limit or quash a subpoena 
shall be filed within ten (10) days after 
service thereof, or within such other 
time as the administrative law judge 
may allow. 

(e) Ex parte rulings on applications 
for subpoenas. Applications for the 
issuance of subpoenas pursuant to the 





provisions of this sectian may be made 
ex parte, and, if so made, such 
applications and rulings thereon shall 
remain ex parte unless otherwise 


ordered by the administrative law judge. 


§ 210.36 Faliure to make discovery; 
sanctions. , 

{a) Motion for order compelling 
discovery. A party may apply to the 
administrative law judge for an order 
compelling discovery, upon reasonable 
notice to other parties and all persons 
— thereby. 


documents, an order to answer 
interrogatories, an order issued pursuant 
to a request for admissions, or an order 
te comply with a subpoena, the 
administrative law judge, for the 
purpose of permitting resolution of 
relevant issues and disposition of the 
investigation without unnecessary delay 
despite failure to comply, may take such 
action in regard thereto as is just, 
including, but not limited to, the 
following 

(1) infer that the admission, testimony, 
documents, or other evidence would 
have been adverse to the party. 

(2) Rule that for the purposes of the 
investigation the matter or matters 
concerning the order or subpoena issued 
be taken as established adversely to the 


party; 

(3) Rule that the party may not 
introduce into evidence or otherwise 
rely upon testimony by the party, officer, 
or agent, or ts, or other 
material, in support of his position in the 
investigation; 

{4) Rule that the party may not be 
heard to object te introduction and use 
of secondary evidence to show what the 
withheld admission, testimony, 
documents, or other evidence would 
have shown, and 

(5) Rule that a motion or other 
submission by the party concerning the 
order or subpoena issued be stricken or 
rule by initial determination that a 
determination in the investigation be 
rendered against the party, or both. Any 
such action may be taken by written or 
oral order issued in the course of the 
investigation or by inclusion in the 
initial determination of the 
administrative law judge. It shall be the 
duty of the parties to seek, and that of 
the administrative law judge's, to grant, 
such of the foregoing means of relief or 
other appropriate relief as may be 
sufficient to compensate for the lack of 
withheld testimony, documents, or other 


"evidence. If in the administrative law 


judge’s opinion such relief would not be 
sufficient, the administrative law judge 
shall certify to the Commission.a 
request that court enforcement of the 
subpoena or other discovery order be 
sought. 


§ 210.37 Protective orders. 

{a) Issuance of protective order. Upon 
motion by a party or by the person from 
whom discovery is sought or by the 
administrative law judge on his own 
initiative, and for good cause shown, the 
administrative law judge may make any 
order which may appear necessary and 
appropriate for the protection of the 
public interest or which justice requires 
to protect a party or person from 
annoyance, embarrassment, oppression, 
or undue burden or expense, including 
one or more.of the following: 

(1) That the discovery not be had; 

(2) That the discovery may be had 
only on specified terms and conditions, 
including a designation of the time or 


ce; 

{3) That the discovery may be had 
only by a method of discovery other 
than that selected by the party seeking 
discovery; 

(4} That certain matters not be 
inquired inte, or that the scope of the 
discovery be limited to certain matters; 

(5) That discovery be conducted with 
no one present except persons 
designated by the administrative law 


judge; 

(6) That a deposition, after being 
sealed, be opened only by order of the 
Commission or the administrative law 


judge; 

(7) That a trade secret or other 
confidential research, development, or 
commercial information not be disclosed 
or be disclosed only in a designated 
way; 

(8) That the parties simultaneously file 
specified documents or information 
enclosed in sealed envelopes to be 
opened as directed by the Commission 
or the administrative law judge. If the 
motion for a pretective order is denied, 
in whole or in part, the Commission or 
the administrative law judge may, on 
such terms and conditions as are just, 
order that any party or person provide 
or permit discovery. 

(b) Unauthorized disclosure of 
information. If confidential business 
information submitted in accordance 
with the terms of a protective order is 
disclosed to any person other than ina 
manner authorized by the protective 
order, the party responsible for the 
disclosure must immediately bring all 
pertinent facts relating to such 
disclosure to the attention of the 
submitter of the information and the 
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administrative law judge or the 
Commission, and, without prejudice to 
other rights and remedies of the 
submitter of the information, make 
every effort to prevent further disclosure 
of such information by the party or the 
recipient of such information. 

(c) Violation of protective order. Any 
individual who has agreed to be bound 
by the terms of a protective order issued 
pursuant to paragraph {a) of this section, 
and who is determined by the 
Commission or the administrative law 
judge to have violated the terms of the 
protective order may be subject to one 
or more of the following penalties: 

(1) An official reprimand by the 
Commission; 

(2) Disqualification from or limitation 
of further participation in a pending 
investigation; 

(3) Temporary er permanent 
disqualification from practicing in any 
capacity before the Commission 
pursuant to § 201.15(a) of this chapter; 

(4) Referral of the facts underlying the 
violation to the appropriate licensing 
authority in the jurisdiction where the 
individual is licensed to practice; 

(5) Sanctions as enumerated in 
§ 210.36, or such other action as may be 
appropriate. 


Such sanctions may be imposed upon 
the filing of a motion by a party or upon 
the administrative law judge's own 
motion. The administrative law judge 
shall allow the parties to make written 
submissions and if warranted present 
oral argument. The administrative law 
judge shail grant or deny a motion for 
sanctions by filing with the Commission 
an initial determination pursuant to 

§ 210.53{c). 


Subpart E—Prehearing Conferences 
and Hearings 


§ 210.40 Prehearing conferences. 

(a) When appropriate. The 
administrative law judge in any 
investigation may direct counsel or 
other representatives for all parties to 
meet with him for one or more 
conferences to consider any or all of the 
following: 

(1) Simplification and clarification of 
the issues; 

(2) Scope of the hearing; 

(3) Necessity or desirability of 
amendments to pleadings, subject, 
however, to the provisions of § 210.22; 

(4) Stipulations and admissions of 
either fact or the content and 
authenticity of documents; 

(5) Expedition in the discovery and 
presentation of evidence, including, but 
not limited to, restriction of the number 





Federal Register / Vol. 49, No. 227 / Friday, November 23, 1984 1 Rules’ and Regulations 


of expert, economic, or technical 
witnesses; and 

(6) Such other matters as may aid in 
the orderly and expeditious disposition 
of the investigation, including disclosure 
of the names of witnesses and the 
exchange of documents or other 
physical exhibits which will be 
introduced in evidence in the course of 
the hearing. 

(b) Subpoenas. Prehearing 
conferences may be convened for the 
purpose of accepting returns on 
subpoenas duces tecum issued pursuant 
to the provisions of §210.35(a)(2). 

(c) Reporting. In the discretion of the 
administrative law judge, prehearing 
conferences may or may not be 
stenographically reported and may or 
may not be public. 

(d) Order. The administrative law 
judge may enter in the record an order 
which recites the results of the 
conference. Such order shall include the 
administrative law judge’s rulings upon 
matters considered at the conference, 
together with appropriate direction to 
the parties. The administrative law 
judge’s order shall control the 
subsequent course of the hearing, unless 
modified to prevent manifest injustice. 


§ 210.41 General provisions for hearings. 


(a) Purpose of hearings. Unless 
otherwise ordered by the Commission: 
(1) An opportunity for a hearing shall be 
provided in each investigation under 
section 337 of the Tariff Act to take 
evidence and hear argument for the 
purpose of determining whether there is 
a violation of section 337 of the Tariff 
Act. 

(2) Except as provided under 
§ 210.24(e)(1), an opportunity for a 
hearing shall also be provided to take 
evidence and hear argument for the 
purpose of determining whether there is 
reason to believe there is a violation of 
section 337 of the Tariff Act. 

(b) Public hearings. All hearings in 
investigations under this part shall be 
public unless otherwise ordered by the 
administrative law judge. 

(c) Expedition. Hearings shall proceed 
with all reasonable expedition, and, 
insofar as practicable, shall be held at 
one place, continuing until completed 
unless otherwise ordered by the 
administrative law judge. 

(d) Rights of the parties. Every party 
shall have the right of due notice, cross- 
examination, presentation of evidence, 
objection, motion, argument, and all 
other rights essential to a fair hearing. 

(e) Presiding official. An 
administrative law judge shall preside 
over each hearing unless the 
Commission shall otherwise order. 


§ 210.42 Evidence. 

(a) Burden of proof. The proponent of 
any factual proposition shall be required 
to sustain the burden of proof with 
respect thereto. 

(b) Admissibility. Relevant, material, 
and reliable evidence shall be admitted. 
Irrelevant, immaterial, unreliable, and 
unduly repetitious evidence shall be 
excluded. Immaterial or irrelevant parts 
of an admissible document shall be 
segregated and excluded so far as 
practicable. 

(c) Information obtained in 
investigations. Any documents, papers, 
books, physical exhibits, or other 
materials or information obtained by the 
Commission under any of its powers 
may be disclosed by the Commission 
investigative attorney when necessary 
in connection with investigations and 
may be offered in evidence by the 
Commission investigative attorney. 

(d) Official notice. When any decision 
of the administrative law judge rests, in 
whole or in part, upon the taking of 
official notice of a material fact not 
appearing in evidence of record, 
opportunity to disprove such noticed 
fact shall be granted any party making 
timely motion therefor. 

(e) Objections. Objections to evidence 
shall be made in timely fashion and 
shall briefly state the grounds relied 
upon. Rulings on all objections shall 
appear in the record. 

(f) Exceptions. Formal exception to an 
adverse ruling is not required. 

(g) Excluded evidence. When an 
objection to a.question propounded to a 
witness is sustained, the examining 
party may make a specific offer of what 
he expects to prove by the answer of the 
witness, or the administrative law judge 
may in his discretion receive and report 
the evidence in full. Rejected exhibits, 
adequately marked for identification, 
shall be retained with the record so as 
to be available for consideration by any 
reviewing authority. 


§ 210.43 Record. 

(a) Definition of the record. The 
record shall consist of all pleadings, the 
notice of investigation, motions and 
responses, and other documents and 
things properly filed with the Secretary 
in accordance with § 210.5(b), in 
addition to all orders, notices, and initial 
determinations of the administrative law 
judge, orders and notices of the 
Commission, hearing and conference 
transcripts, evidence admitted into the 
record, and any other items certified 
into the record by the administrative 
law judge or the Commission. 

(b) Reporting and transcription. 
Hearings shall be reported and 
transcribed by the official reporter of the 
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Commission under the supervision of 
the administrative law judge, and the 
transcript shall be a part of the record. 

(c) Corrections. Corrections of the 
transcript may be made only when they 
involve errors affecting substance and 
then only in the manner herein provided. 
Corrections ordered by the 
administrative law judge or agreed to in 
a written stipulation signed by all 
counsel and parties not represented by 
counsel and approved by the 
administrative law judge shall be 
included in the record, and such 
stipulations, except to the extent that 
they are capricious or without 
substance, shall be approved by the 
administrative law judge. Corrections 
shall not be ordered by the 
administrative law judge except upon 
notice and opportunity for the hearing of 
objections. Such corrections shall be 
made by the official reporter by 
furnishing substitute typed pages, under 
the usual certificate of the reporter, for 
insertion in the transcript. The original 
uncorrected pages shall be retained in 
the files of the Commission. 

(d) Certification of record. The record 
shall be certified to the Commission by 
the administrative law judge upon his 
filing of an initial determination or at 
such earlier time as the Commission 
may order. 


§ 210.44 In camera treatment of 
confidential information. 

(a) Definition. Except as hereinafter 
provided and consistent with § 210.37 of 
this part, documents and testimony 
made subject to in camera orders are 
not made a part of the public record, but 
are kept confidential in an in camera 
record, and only counsel before the 
Commission, authorized Commission 
personnel, other Government personnel 
authorized by. the Commission, and 
court personnel concerned with judicial 
review shall have access thereto. The 
right of the administrative law judge, the 
Commission, and reviewing courts to 
disclose in camera data to the extent 
necessary for the proper disposition of 
the proceeding is specifically reserved. 

(b) Jn camera treatment of documents 
and testimony. The administrative law 
judge shall have authority to order 
documents or oral testimony offered in 
evidence, whether admitted or rejected, 
to be placed in camera. 

(c) Part of confidential record. In 
camera documents and testimony shall 
constitute a part of the confidential 
record of the Commission. 

(d) References to in camera 
information. In the submittal of 
proposed findings, briefs, or other 
papers, counsel for all parties shall 





make an attempt in good faith to refrain 
from disclosing the specific details of in 
camera documents and testimony. This 
shall not preclude references in such 
proposed findings, briefs, or other 
papers to such documents or testimony 
including generalized statements based 
on their contents. To the extent that 
counsel consider it necessary to include 
specific details of in camera data in 
their presentations, such data shall be 
incorporated in separate proposed 
findings, briefs, or other papers marked 
“Business Confidential”, which shall be 
placed in camera and become a part of 
the confidential record. 

(e) Motions to deciassify. Any party 
may move to declassify confidential 
documents. All such motions, whether 
brought at any time during the 
investigation or after conclusion of the 
investigation shall be addressed to and 
ruled upon by the presiding 
administrative law judge, or if the 
investigation is not before a presiding 
administrative law judge, by the Chief 
Administrative Law Judge or such 
administrative law judge as he may 
designate. F 


Subpart F—Determinations and 
Actions Taken 


§ 210.50 Summary determinations. 


(a) Motions for summary 
determinations. Any party may move 
with any necessary supporting affidavits 
for a summary determination in his 
favor upon all or any part of the issues 
to be determined in the investigation. 
Counsel or other representatives in 
support of the complaint may so move at 
any time after twenty (20) days 
following tae date of service of the 
complaint and notice instituting the 
investigation, and any other party, or a 
respondent, may so move at any time 
after the date of publication in the 
Federal Register of the notice of 
investigation. Any such motion by any 
party, however, must be filed at least 
thirty (30) days before the date fixed for 
any hearing provided for in § 210.41. 

(b) Opposing affidavits; oral 
argument; time and basis for 
determination. Any nonmoving party 
may, within ten (10) days after service of 
the motion, file opposing affidavits. The 
administrative law judge may in his 
discretion or may at the request of any 
party set the matter for oral argument 
and call for the submission of briefs or 
memoranda. The determination sought 
by the moving party shall be rendered if 
the pleadings and any depositions, 
admissions on file, and affidavits show 
that there is no genuine issue as to any 
material fact and that the moving party 


is entitled to a summary determination 
as a matter of law. 

(c) Affidavits. Affidavits shall set 
forth such facts as would be admissible 
in evidence and shall show affirmatively 
that the affiant is competent to testify to 
the matters stated therein. The 
administrative law judge may permit 
affidavits to be supplemented or 
opposed by depositions or further 
affidavits. When a motion for summary 


* determination is made and supported as 


provided in this rule, a party opposing 
the motion may not rest upon mere 
allegations or denials in his pleading; his 
response, by affidavits or as otherwise 
provided in this rule, must set forth 
specific facts showing that there is a 
genuine issue of fact for hearing. If no 
such response is filed, a summary 
determination, if appropriate, shall be 
rendered. 

(d) Refusal of application for 
summary determination; continuances 
and other orders. Should it appear from 
the affidavits of a party opposing the 
motion that he cannot, for reasons 
stated, present facts essential to justify 
his opposition, the administrative law 
judge may refuse the application for 
summary determination or may order a 
continuance to permit affidavits to be 
obtained or depositions or other 
discovery to be had or make such other 
order as is appropriate, and a ruling to 
that effect shall be made a matter of 
record. 

(e) Order establishing facts. If on 
motion under this rule a summary 
determination is not rendered upon all 
the allegations or for all the relief asked 
and a hearing is necessary, the 
administrative law judge shall make an 
order specifying the facts that appear 
without substantial controversy and 
directing further proceedings in the . 
investigation. The facts so specified 
shall be deemed established. 

(f} Order of summary determination. 
An order of summary determination 
shall constitute an initial determination 
of the administrative law judge under 
§ 210.53 of this part. 


§ 210.51 Termination of investigation. 

(a) Motions for termination. Any party 
may move at any time for an order to 
terminate an investigation in whole or in 
part as to any or all respondents. 

(b) Settlement by licensing or other 
agreement. {1) An investigation before 
the Commission may be terminated as 
provided in paragraph (a) of this section 
on the basis of a licensing or other 
agreement entered into between the 
complainant {all of the complainants if 
there is more than one) and one or more 
of the respondents. A motion for 
termination by such parties shall 
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contain copies of the licensing or other 
agreement and any agreements 
supplemental thereto and a statement 
that there are no other agreements, 
written oral, expressed or implied, 
between such parties concerning the 
subject matter of the investigation. If the 
licensing or other agreement contains 
confidential business information within 
the meaning of section 201.6 of the 
Commission's rules, a copy of the 
agreement with such information 
deleted shall accompany the motion. 

(2) The motion, licensing or other 
agreement and any agreements 
supplemental thereto, shall be certified 
by the administrative law judge to the 
Commission with an initial 
determination regarding the motion for 
termination. If the licensing or other 
agreement or the initial determination 
contains confidential business 
information, copies of the agreement 
and initial determination with 
confidential business information 
deleted shall be certified to the 
Commission simultaneously with the 
confidential versions of such documents. 
The Commission shall promptly publish 
a notice in the Federal Register stating 
that an initial determination has been 
received terminating the respondent or 
respondents in question on the basis of 
a licensing or other agreement, that 
nenconfidential versions of the initial 
determination and the agreement are 
available for inspection in the Office of 
the Secretary, and that interested 
persons may submit written comments 
concerning termination of the 
respondents in question within ten (10) 
days of the date of publication of the 
notice in the Federal Register. An order 
of termination based upon such 
licensing or other agreement shall not 
constitute a determination as to 
violation of section 337 of the Tariff Act. 

(c) Consent order settlement. An 
investigation before the Commission 
may be terminated as provided in 
paragraph (a) of this section on the basis 
of a consent order settlement under 
§ 211.20[(b) of this chapter. An order of 
termination based upon such a 
settlement shall not constitute a 
determination as to violation of section 
337 of the Tariff Act. 

(d) Effect of termination. Except as 
provided in paragraphs {b) and {c) of 
this section, an order of termination 
issued by the Commission shall 
constitute a determination of the 
Commission under § 210.56{c), and an 
order of termination issued by the 
administrative law judge shall constitute 
an initial determination under § 210.53. 





Federal Register / Vol. 49, No. 227 / Friday, Nevemiber 23, 1984 / Rules and Regulations 46137 


§ 210.52 Propeased findings and 
conclusions. 


‘Att ‘the time a motion for su 
determination under § 210.50(a) ora 
motion for termination under § 210.51(a) 
is made, or when it is found that a party 
is in default under § 210.25, or at the 
close of the reception of evidence in any 
hearing held pursuant to this part or 
within a reasonable time thereafter 
fixed by the administrative law judge, 
any party may file proposed findings of 
fact and conclusions of law, together 
with reasons therefor and, when 
appropriate, briefs in support thereof 
with the administrative law judge for his 
consideration. Such proposals shall be 
in writing, shall be served upon.all 
parties in.accordance with § 210.8, and 
shall contain adequate references to the 
record and authorities relied on. 


§ 210.53 ‘Initial determination. 

(a) On issues concerning permanent 
relief. Except as may otherwise be 
ordered by the Commission, within nine 
(9) months, or within fourteen (14) 
months ina more complicated case, of 
the date of publication in the Federal 
Register of the notice of investigation, 
the administrative law judge shall 
certify ‘the record to the Commission and 
shall file with the Commission an initial 
determination as to whether there is a 
violation of section 337 of the Tariff Act. 

(b) On issues concerning temporary 
relief. Except as may ‘be otherwise 
ordered by the 'Commission, within four 
(4) months of the date of publication in 
the Federal Register of the notice of 
investigation, the administrative law 
judge shall certify the record to the 
Commission and shall file with the 
Commission an initial determination as 
to whether there is reason to believe 
there is a violation of section 337 of the 
Tariff Act. 

(c) On.motions for summary 
determination, termination, finding of 
default, intervention, amendment to 
complaint or. notice, more complivated 
designation, suspension, or sanctions for 
violation of a protective-order. 
Following the filing of a motion for 
summary determination pursuant to 
§ 210.50, motion for termination 
pursuant to § 210.51, motion for a finding 
of default pursuant to § 210.25, a motion 
for intervention pursuant to § 210.26, 
motion to amend the complaint or notice 
of investigation pursuant to § 210.22, 
motion to designate the investigation as 
“more complicated” pursuant to 
§ 210.59, or motion to suspend the 
investigation pursuant to § 210.59, the 
administrative law judge shall grant 
such motions by filing with the 
Commission an initial determination, or 
shall deny such motions by issuing an 


order directing denial. Following a 
motion for.a sanction for violation of a 
protective order pursuant to § 210.37 the 
administrative law judge shall grant or 
deny such motion by filing with the 
Commission an initial determination. 

(d) Contents. The initial determination 
shall include: an.opinion stating findi=gs 
(with specific page references to 
principal supporting items of evidence in 
the record) and.conclusions and the 
reasons or bases therefor necessary for 
the disposition of all material issues of 
fact, law or discretion presented in the 
record; and a statement that pursuant to 
§ 210.53(h) of these rules the initial 
determination shall become the 
determination of the Commission unless 
a party files a petition for review of the 
initial determination pursuant to 
§ 210.54, or the Commission pursuant to 
§ 210.55 orders on its own motion a 
review of the initial. determination or 
certain issues therein. 

(e) Watice to and advice from 


‘departments and agencies. The 


Department of Health.and Human 
Services, the Department of Justice, the 
Federal Trade Commission, and such 
other departments and agencies as ‘the 
Commission deems appropriate shall be 
served with a copy of the initial 
determination. The‘Commission shall 
consider comments, limited to issues 
raised by the record, the initial 
determination, and the petitions for 
review, received from such agencies 
when deciding whether to initiate 
review or the scope of review. The 
Commission shall allow such agencies 
twenty (20) days after the service of an 
initial determination filed pursuant to 
§ 210.53(a) or ten (10) days after the 
service of an initial determination filed 
pursuant to § 220.53\(b) or (c) to submit 
their comments. 

(f) Initial determination made by the 
administrative Jaw judge. The initial 
determination shall be made and filed 
by the administrative law judge who 
presided over the investigation, except 
when that person is unavailable to the 
Commission. : 

(g) Reopening of proceedings by the 
administrative Jaw judge. At any time 
prior ‘to ‘the filing of the initial 
determination, the administrative law 
judge may reopen the proceedings for 
the reception of additional evidence. 

(h) £ffect. An initial determination 
filed pursuant to § 210.53{a) shall 
become the determination of the 
Commission forty-five (45) days after 
the service ‘thereof on the parties, unless 
the Commission, within forty-five (45) 
days after the date of such service shall 
have ordered review of the initial 
determination or certain issues therein 
pursuant to § 210.54(b) or § 210.55, or by 


order shall have changed the effective 
date of the initial determination. An 
initial determination filed pursuant to 

§ 210.53 {b) or {c) shall become the 
determination of the Commission thirty 
(30) days after the date of service of the 
initial determination, unless the 
Commission, within thirty (30) days 
after the date of such service shall have 
ordered review of the initial 
determination or certain issues therein 
pursuant to § 210.54{b) or § 210:55. 

(i) Notice of determination. In the 
event an initial determination becomes 
the determination of the Commission, 
the parties shall be notified thereof by 
the Secretary. 


§ 290.54 Petition for review. 


(a) The petition and responses. {1) 
Any party to an investigation may 
request a review by the Commission of 
an initial determination by filing with 
the Secretary a petition for review, 
except that a party who has defaulted 
may not petition for review of any issue 
regarding which ‘the party is in default. 
A petition for review of an initial 
determination filed pursuant to 
§ 210.53(a) shail be filed within ten (10) 
days after the service of the initial 
determination. A petition for review of 
an initial determination filed pursuant .to 
§ 210.53 (b) or (c) shall be filed within 
five (5) days after the service of the 
initial determination, except that.a party 
or proposed respondent who has not 
responded to the motion before the 
administrative law judge pursuant to 
§ 210.24(c) may be deemed to have 
consented to the relief requested and 
may not petition for review of the issues 
raised in the subject. motion. A petition 
for review shall: 

(i) Identify the party seeking review; 

(ii) Specify the issues upen which 
review of the initial determination is 
sought: 

(A) A finding or conclusion of 
material fact is clearly erroneous; 

(B) A legal conclusion is erroneous, 
without governing precedent, rule.or 
law, or constitutes an abuse of 
discretion; or 

(C) The determination is one affecting 
Commission policy. 

(iii) Set forth a concise statement of 
the facts material to the consideration of 
the stated issues; and 

(iv) Present a concise argument setting 
forth the reasons why review by the 
Commission is necessary or appropriate 
to resolve an important issue of fact, 
law, or policy. 

(2) Any issue not raised in the petition 
for review filed pursuant to this rule will 
be deemed to have been abandoned and 
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may be disregarded by the Commission 
in reviewing an initial determination. 

(3) Any party may file a response to 
the petition for review within five (5) 
days after service of the petition, except 
that a party who has defaulted may not 
file a response to any issue regarding 
which the party is in default. 

(b) Grant or denial of review. (1) The 
Commission shall decide whether to 
grant, in whole or in part, a petition for 
review filed pursuant to § 210.53(a) 
within forty-five (45) days of the service 
of the initial determination on the 
parties, or by such other time as the 
Commission may order. The 
Commission shall decide whether to 
grant, in whole or in part, a petition for 
review filed pursuant to § 210.53 (b) or 
(c) within thirty (30) days of the service 
of the initial determination on the 
parties, or by such other time as the 
Commission may order. 

(2) The Commission shall decide 
whether to grant a petition for review, 
based upon the petition and response 
thereto, without oral argument or further 
written submissions unless the 
Commission shall order otherwise. The 
standards for granting review of an 
initial determination are set forth in 
paragraph (a)(1){ii) of this section. 

(3) The Commission shall grant a 
petition for review and order review of 
an initial determination or certain issues 
therein when at least one of the 
participating Commissioners votes for 
ordering review. In its notice, the 
Commission shall establish the scope of 
the review and the issues that will be 
considered and make provisions for 
filing of briefs and oral argument if 
deemed appropriate by the Commission. 
The notice that the Commission has 
granted the petition for review shall be 
served by the Secretary on all parties, 
the Department of Health and Human 
Services, the Department of Justice, the 
Federal Trade Commission, and such 
other departments and agencies as the 
Commission deems appropriate. 


§ 210.55 Commission review on its own 
motion. 

Within the time provided in 
§ 210.53(h), the Commission on its own 
initiative may order review of an initial 
determination or certain issues therein 
when at least oné of the participating 
Commissioners votes for ordering 
review. The standards for granting 
review of an initial determination are 
set forth in § 210.54(a)(1)(ii). In its 
notice, the Commission shall establish 
the scope of the review and the issues 
that will be considered and make 
provisions for filing of briefs and oral 
argument if deemed appropriate by the 
Commission. The notice that the 


Commission has directed review on its 
own initiative shall be served by the 
Secretary on all parties, the Department 
of Health and Human Services, the 
Department of Justice, the Federal Trade 
Commission, and such other 
departments and agencies as the 
Commission deems appropriate. 


§ 210.56 Review by Commission. 


(a) Briefs and Oral Argument. In the 
event the Commission orders review of 
an initial determination the parties may 
be requested to file review briefs 
concerning the issues on review at a 
time, and of a size and nature set forth 
in the notice of review. The parties 
within the time provided for filing the 
review briefs may submit a written 
request for a hearing to present oral 
argument before the Commission, which 
the Commission in its discretion may 
grant or deny. The Commission shall 
grant the request when at least one of 
the participating Commissioners votes 
in favor of the request. 

(b) Scope of review. Only the issues 
set forth in the notice of review, and all 
subsidiary issues therein, will be 
considered by the Commission. 

(c) Determination on review. On 
review the Commission may affirm, 
reverse, modify, set aside or remand for 
further proceedings, in whole or in part, 
the initial determination of the 
administrative law judge and make any 
findings or conclusions which in its 
judgment are proper based on the record 
in the proceeding. 

(d) Time limit for review of initial 
determinations concerning temporary 
relief. In the event the Commission 
orders of an initial determination 
concerning temporary relief filed 
pursuant to § 210.53(b), such review 
shall be completed within sixty (60) 
days from the date review is ordered, 
unless the Commission orders 
otherwise. 


§ 210.57 
action. 

(a) Service of Commission 
determination upon the parties. A 
Commission determination pursuant to 
§ 210.56(c) or a termination on the basis 
of a licensing or other agreement or 
consent settlement pursuant to § 210.51 
(b) and (c), respectively, shall be served 
upon each party to the investigation. 

(b) Publication and transmittal to the 
President. A Commission determination 
that there is a violation of section 337, or 
that there is reason to believe that there 
is such a violation, together with the 
action taken, relative to such 
determination, or Commission action 
pursuant to Subparts B and C of Part 211 
of this chapter shall be immediately (1) 


Implementation of Commission 
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published in the Federal Register, and 
(2) transmitted to the President together 
with the record upon which the action is 
based. 

(c) Enforceability of Commission 
action. Unless otherwise specified, any 
Commission action, other than an 
exclusion order, shall be enforceable 
upon receipt by the affected party of 
notice of such action. An exclusion 
order shall be enforceable upon receipt 
of notice thereof by the Secretary of the 
Treasury. 

(d) Finality of affirmative Commission 
action. If the President does not 
disapprove for policy reasons such 
Commission action within a period of 
sixty (60) days beginning on the day 
after delivery of a copy of such 
Commission action is delivered to the 
President, or if the President notifies the 
Commission before the close of such 
period that he approves such 
Commission action, then such 
Commission action shall become final 
on the day after the close of such period, 
or the day on which the President 
notifies the Commission of his approval, 
as the case may be. 

(e) Duration. Final Commission action 
shall remain in effect as provided in 
Subpart C of Part 211 of this chapter. 


§ 210.58 Commission action, public 
interest factor, and bonding. 


(a) During the course of each 
proceeding under this part when an 
investigation has been instituted, the 
Commission shall— 

(1) Consider what action (exclusion of 
articles from entry, exclusion of articles 
from entry under bond, or cease and 
desist order), if any, it should take, and, 
when appropriate, take such action; 

(2) Consult with, and seek advice and 
information from, the Department of 
Health and Human Services, the 
Department of Justice, the Federal Trade 
Commission, and such other 
departments and agencies as it 
considers appropriate, concerning the 
subject matter of the complaint and the 
effect its actions (exclusion of articles 
from entry, exclusion of articles from 
entry except under bond, cease and 
desist order) under section 337 of the 
Tariff Act shall have upon the public 
health and welfare, competitive 
conditions in the U.S. economy, the 
production of like or directly 
competitive articles in the United States, 
and U.S. consumers; 

(3) Determine the amount of bond 
pursuant to section 337(e) or section 


337(g)(3) of the Tariff Act, taking into 


consideration, among other things, the 
amount which would offset any 
competitive advantage resulting from 
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the alleged unfair methods of 
competition and unfair acts enjoyed by 
persons ‘benefiting from the importation 
of the articles in question; and 

(4) ‘Receive submissions from the 
parties, ether interested persons, 
Government agencies and departments, 
and the public, with respect to the 
subject matter-of paragraphs {a)(1), 
(a)(2), and {a)(3)-of this section, which 
submissions shall be served upon the 
parties and be available to the public in 
the Office of the Secretary. The 
Commission will.consider motions for 
oral argument or, when necessary, for.a 
hearing with respect to the subject 
matter of this section. 

(b) Unless otherwise ordered by the 
Commission, or permitted by this 
subsection, the administrative law judge 
shall not take evidence or other 
information or hear arguments from the 
parties and other interested persons 
with respect to fhe subject matter of 
paragraphs {a)(1), (a)(2), {a)(3), and (a)(4) 
of this.section. However, with regard to 
settlements by.agreement or consent 
order under § 210.51 (b) and {c), the 
parties may file statements regarding 
the impact of the proposed settlement on 
the public interest, and the 
administrative law judge may in his 
discretion hear argument, although no 
discovery may be compelled with 
respect to issues relating solely to the 
public interest. Thereafter, the 
administrative law judge shall consider 
and make appropriate findings in the 
initial determination regarding the effect 
of the proposed settlement on the public 
health and welfare, competitive 
conditions in the U.S. economy, the 
production of like or directly 
competitive articles in ‘the United States, 
and U.S. consumers. With respect to 
initial determinations concerning 
temporary relief issued pursuant’to 
§ 210.53(b), the parties may present oral 
or documentary evidence regarding the 
impact of the requested temporary relief 
on the public interest, submit rebuttal 
evidence, and conduct such cross- 
examination.as may be required for a 
full and true disclosure of the facts, and 
the presiding officer shall thereafter in 
his initial determination make 
appropriate findings regarding the effect, 
if any, that the issuance of the requested 
temporary relief would have on the 
public interest, although no discovery 
may be compelled with respect to issues 
relating solely to the public interest. 


§ 210.59 Period for concluding 
Commission investigation. 

Each investigation instituted under 
this part shall be concluded and a final 
order issued no later than twelve (12) 
months after the date of publication in 


the Federal Register of the notice 
instituting the investigation, except that 
the Commission may designate the 
investigation as a “more complicated” 
investigation and require that it be 
concluded no later than eighteen (18) 
months after the date of publication in 
the Federal Register of the notice of 


' investigation. A “more complicated” 


investigation refers to an investigation 
which is of an involved nature owing to 
the subject matter, difficulty in obtaining 
information, the large number of parties 
involved or other significant factors. The 
Commission shall publish its reasons for 
designating the investigation as a “more 
complicated” investigation in the 
Federal Register. For purposes of the 12- 
month and 18-month periods prescribed 
by this section, there shall be excluded 
any period of time during which the 
investigation is suspended because of 
proceedings in a court or agency of the 
United States involving similar 
questions concerning the subject matter 
of such investigation. 


Subpart G—Appeais 
§ 210.60 Petition for reconsideration. 


Within fourteen (14) days after service 
of a Commission determination, any 
party may file with the Commission a 
petition for reconsideration of such 
determination or any action ordered to 
be taken thereunder, setting forth the 
relief desired and the grounds in support 
thereof. Any petition filed under this 
section must be confined to new 
questions raised by the determination or 
action ordered to be taken thereunder 
and upon which the petitioner had no 
opportunity fo submit arguments. Any 
party desiring to oppose such a petition 
shall file an answer thereto within five 
(5) days after service of the petition 
upon such party. The filing of a petition 
for reconsideration shall not stay the 
effective date of the determination or 
action ordered to be taken thereunder or 
toll the running-of any statutory time 
period affecting such determination or 
action ordered to be taken thereunder 
unless specifically-so ordered by the 
Commission. 


§ 210.61 Disposition of petition for 
reconsideration. 

The Commission may affirm, set 
aside, or modify its determination, 
including any action ordered by it to be 
taken thereunder. When appropriate, the 
Commission may order the 
administrative law judge to take 
additional evidence. 


§ 210.70 interlocutory appeais. 
Rulings by the administrative law 
judge on motions may not be appealed 


to the Commission prior to the 
administrative law judge's insuance of 
his initial determination except in the 
following circumstances: 

(a) Appeals without leave of the 
administrative Jaw judge. The 
Commission may, in its discretion, 
entertain interlocutory appeals when a 
ruling of the administrative law judge: 

(1) Requires the disclosure of the 
Commission records or requires the 
appearance of Government officials 
pursuant to $ 210.35({c); or 

(2) Denies an application for 
intervention pursuant to the provisions 
of $210.26. Appeals from such a ruling 
may be sought by filing. an application 
for review, not to exceed fifteen (15) 
pages, with the Commission within five 
(5) days after notice of the 
administrative law judge's ruling. 
Answer thereto may be filed within five 
(5) days after service of the application 
for review. The application for review 
should specify the person or party 
taking the appeal, designate the ruling er 
part thereof from which appeal is being 
taken, and specify the reasons.and 
present arguments as to why review is 
being sought. The Commission may, 
upon its own motion, enter an order 
staying the return date of an order 
issued by the administrative law judge 
pursuant to § 210.35(c) or an order 
placing the matter on the Commission's 
docket for review. Any order placing the 
matter on the Commission's docket for 
review will set forth the scope of the 
review and the issues which will be 
considered and will make provision for 
the filing of briefs if deemed appropriate 
by the Commission. 

(b) Appeals with leave.of the 
administrative law judge. Except as 
previously provided in paragraph (a) of 
this section, applications for review of a 
ruling by the administrative law judge 
may be allowed only upon request made 
to the administrative law judge and 
upon a determination by the 
administrative law judge in writing, with 
justification in support thereof, (1) that 
the ruling involves a controlling question 
of law ar policy as to which there is 
substantial ground for difference of 
opinion, and (2) that either an immediate 
appeal from the ruling may materially 
advance the ultimate completion of the 
investigation or subsequent review will 
be inadequate remedy. Applications for 
review in writing, not to exceed fifteen 
(15) pages, may be filed within five (5) 
days after notice of the administrative 
law judge's determination. Answer 
thereto may be filed within five (5) days 
after service of the application for 
review. Thereupon, the ‘Commission 
may, in its discretion, permit an appeal. 
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Commission review, if permitted, shall 
be confined to the application for review 
and answer thereto, without oral 
argument or further briefs, unless 
otherwise ordered by the Commission. 
(c) Investigation not stayed. 
Application for review hereunder shall 
not stay the investigation before the 
administrative law judge unless the 
administrative law judge or the 
Commission shall so order. 


§ 210.71 Appeals of final determination to 
the United States Court of Appeais for the 
Federal Circuit. . 

Any person adversely affected by a 
final determination of the Commission 
under subsection (d)}, (e), or {f) of section 
337 of the Tariff Act may appeal such 
determination to the United States Court 
of Appeals for the Federal Circuit. 


Issued: November 15, 1984. 
By order of the Commission. 
Kenneth R. Mason, 
Secretary. 
[FR Doc. 84-30524 Filed 11-21-84; 8:45 am] 
BILLING CODE 7020-02-m 


DEPARTMENT OF HOUSING AND 
URBAN DEVELOPMENT 


Office of the Secretary 


24 CFR Part 44 
[Docket No. R-84-1131; FR-1813] 


aa 
Non-Federal Governmental Audit 
Requirements 


AGENCY: Office of the Secretary, HUD. 
ACTION: Final rule. 


SUMMARY: This final rule implements 
general audit requirements for those 
entities that receive financial assistance 
from HUD. Entities covered include 
State and local governments, public 
housing agencies, Indian tribal 
governments and Indian housing 
authorities, and any of their 
subdivisions. 

EFFECTIVE DATE: Upon expiration of the 
first period of 30 calendar days of 
continuous session of Congress after 
publication, but not before further notice 
of the effective date is published in the 
Federal Register. 

FOR FURTHER INFORMATION CONTACT: 
Steven A. Switzer, Assistant Inspector 
General for Audit, Office of Inspector 
General, Department of Housing and 
Urban Development, Room 8282, 451 
Seventh Street, S.W., Washington, D.C. 
20410, (202) 755-6342. This is not a toll- 
free number. 

SUPPLEMENTARY INFORMATION: On 
December 30, 1983, the Department 


published an interim rule (48 FR 57483) 
which established audit requirements 
for recipient organizations that receive 
financial assistance from HUD. 
Recipient organizations include State 
and local governments, public housing 
agencies, Indian tribal governments and 
Indian housing authorities, and any of 
their subdivisions. The audit 
requirements were in accordance with 
OMB Circular A-102, Attachment P— 
“Audit Requirement”. 

OMB Circular A-102, Attachment P— 
“Audit Requirements”, set forth uniform 
guidelines for the organization-wide 
audit of State and local governmental 
and Indian tribal recipients of Federal 
assistance. These recipient 
organizations, as well as subrecipients, 
will develop their own procedures to 
arrange for the independent audit of 
their financial statements, including 
operations. The audits include financial 
and compliance elements on an 
organization-wide basis, rather than on 
a grant-by-grant basis. Audits that meet 
the prescribed requirements are to be 
accepted by all Federal awarding 
agencies. Any audit work conducted by 
a Federal agency must build on, but not 
duplicate, the audit work already done. 
With respect to particular programs, 
OMB may grant an exception to these 
audit requirements. Any exceptions to 
the Circular’s audit requirements will be 
included in the particular program 
regulation. 

The regulations are general in nature 
and are intended to apply to recipient 
organizations that received Federal 
assistance from HUD either directly or 
indirectly. They define the type of 
recipient governmental organization that 
may conduct the prescribed independent 
audit, define the type of audit to be 
conducted, and reserve HUD's right to 
conduct a specific audit where 
necessary. 

No public comments were received 
during the comment period which ended 
on February 28, 1984. Therefore, the 
Department adopts the interim rule as 
final. 

This rule does not constitute a “major 
rule” as that term is defined in section 
1(b) of Executive Order 12291 on Federal 
Regulation issued on February 17, 1981. 
Analysis of the rule indicates that it 
does not (1) have an annual effect on the 
economy of $100 million or more; (2) 
cause a major increase in costs of prices 
for consumers, individual industries, 
Federal, State, or local government 
agencies, or geographic regions; or (3) 
have a significant adverse effect on 
competition, employment, investment, 
productivity, innovation, or on the 
ability of United States-based 
enterprises to compete with foreign- 
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based enterprises in domestic or export 
markets. 

Pursuant to the provisions of 5 U.S.C. 
605(b) (the Regulatory Flexibility Act), 
the undersigned certifies that this rule 
does not have a significant economic 
impact on a substantial number of small 
entities. The regulations impose no new 
requirements on recipient organizations. 
They promote simplification and 
uniformity in the auditing process and 
reduce to a great extent the necessity for 
overlapping audit procedures by a 
variety of Federal governmental 
agencies. 

A Finding of No Significant Impact 
with respect to the environment has 
been made in accordance with HUD 
regulations in 24 CFR Part 50, which 
implements section 102(2)(C) of the 
National Environmental Policy Act of 
1969, 42 U.S.C. 4332. The Finding of No 
Significant Impact is available for public 
inspection during regular business hours 
in the Office of the General Counsel, . 
Rules Docket Clerk, Room 10276, 451 
Seventh Street, S.W., Washington, D.C. 
20410. 

This rule was listed as number 265 in 
the Department's most recent 
Semiannual Agenda of Regulations 
published on April 19, 1984 (49 FR 15910, 
15958) pursuant to Executive Order 
12291 and the Regulatory Flexibility Act. 

There is no Catalog of Federal 
Domestic Assistance program number 
applicable to this rule. 


List of Subjects in 24 CFR Part 44 


Audit requirements—non-federal 
governmental entities, Reporting and 
recordkeeping requirements. 


Accordingly, 24 CFR is amended by 
revising Part 44 to read as follows: 


PART 44—NON-FEDERAL 
GOVERNMENTAL AUDIT 
REQUIREMENTS 


Sec. 
44.1 
44.2 
44.3 


Purpose. 

Definitions. 

OMB audit report requirements. 

44.4 HUD audits. 

44.5 Submission of Audit Report. 
Authority: Sec. 7(d) HUD Act, 42 U.S.C. 

3535(d). 


§ 44.1 Purpose. 

These regulations establish general 
audit requirements for recipient 
organizations in accordance with OMB 
Circular A-102, Attachment P,—‘Audit 
Requirements”. 


§ 44.2 Definitions. 


“Recipient organization” means a 
State department or agency, a local 
government, an Indian tribal 
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government, or a subdivision of any of 
these entities that receives Federal 
assistance as defined by Attachment P 
from HUD, either directly, or indirectly 
as a subrecipient. This term also 
includes public housing agencies and 
Indian housing authorities, 


§ 44.3 OMB audit report requirements. 


Unless the Office of Management and 
Budget (OMB) makes an exception, each 
recipient organization shall comply with 
the audit and other requirements of 
Attachment P, including any 
amendments to those requirements 
prescribed by future OMB action. If 
OMB grants an exception from 
Attachment P coverage, the exception 
will be published in the regulations 
governing that HUD program. 


§ 44.4 HUD audits. 


The Secretary or an authorized 
representative shall have access to all 
books, accounts, records, reports, files 
and other papers or property of a 
recipient organization pertaining to 
Federal assistance supplied by HUD to 
the Recipient Organization for the 
purpose of making specific surveys, 
audits, examinations, excerpts and 
transcripts. These HUD audits shall be 
conducted in accordance with 
procedures specifically denominated in 
other parts of this Title, where 
applicable. 


§ 44.5 Submission of Audit Report. 

To comply with the provisions of 
Attachment P, an audit report shall be 
submitted to the Federal cognizant 
agency as defined in the Circular and as 
assigned by OMB, within the time 
established by the cognizant agency. 
Federal cognizant agency audit 
responsibilities are contained in the 
Cognizant Audit Agency Guidelines 
developed by the Federal Inspectors 
General under Attachment P. 

Dated: November 13, 1984. 

Samuel R. Pierce, Jr., 

Secretary of Housing and Urban 
Development. 

[FR Doc. 84-30464 Filed 11-21-84; 8:45 am] 
BILLING CODE 4210-32-M 





POSTAL SERVICE 


39 CFR Part 111 


_Special Fourth-Class Mail; Final 
Regulations Implementing Changes in 
Eligibility for Special Fourth-Ciass Mail 


AGENCY: Postal Service. 
ACTION: Final rule. 


sumMARY: Effective November 25, 1984, 
postal regulations will be changed to 
implement new eligibility requirements 
for special fourth-class mail. These final 
regulations permit mailers to mail books 
consisting of at least 8 printed pages and 
to mail computer-readable media 
containing prerecorded information and 
guides or scripts prepared solely for use 
with such media at the special fourth- 
class rates. Formerly, books including 
supplements, had to contain 24 pages or 
more (at least 22 of which were printed), 
and computer-readable media were not 
eligible for the special rates. 

EFFECTIVE DATE: 12:01 a.m. on November 
25, 1985. 

FOR FURTHER INFORMATION CONTACT: 
Ernest J. Collins at (202) 245-4749. 
SUPPLEMENTARY INFORMATION: On 
November 14, 1984, the Governors of the 
Postal Service approved a recommended 
decision of the Postal Rate Commission 
revising section 400.021 of the Domestic 
Mail Classification Schedule, which 
defines the types of materials that may 
be mailed at the special fourth-class 
rates. On the same date, the Board of 
Governors determined that the approved 
changes will take effect at 12:01 a.m. on 
November 25, 1984. A notice of these 
changes is published separately in this 
issue of the Federal Register. 

As a result of this decision, mailers 
may now mail books, including books 
issued to supplement other books, of at 
least 8 printed pages, consisting wholly 
of reading matter or scholarly 
bibliography or reading matter with 
incidental blank spaces for notations, 
and containing no advertising matter 
other than incidental announcements of 
books at the special fourth-class rates. 
In addition, computer-readable media 
containing prerecorded information and 
guides or scripts prepared solely for use 
with such media may be mailed at the 
special fourth-class rates. 

Prior to this change books, including 
supplements, had to contain 24 pages or 
more (at least 22 of which were printed) 
to qualify for the special fourth-class 
rates, and computer-readable media 
were not eligible for these rates. 
Accordingly, this rule change constitutes 
a relaxation and extension of the rules. 
For these reasons, and in order to permit 
mailers to avail themselves of the 
benefits of these rule changes on the 
effective date prescribed by the Board of 
Governors, the Postal Service believes 
that its usual practice of extending an 
opportunity for notice and comment on 
these rule changes is unnecessary in this 
instance. Compare 5 U.S.C. 553(c). 

For the above reasons, the Postal 
Service hereby adopts the following 
final regulations as amendments to the 


46141 


Domestic Mail Manual, which is 
incorporated by reference in the Code of 
Federal Regulations. See 39 CFR 111.1 


PART 111—[AMENDED] 
Chapter 7—Fourth-Class Mail 


* * * * * 


720 Classification 

7 * * * * 

724 What May Be Mailed at Special Fourth- 
Class Rates 


* * * * * 


724.1 General Description 


* * * * * 


1. Amend 724.1a to read as follows: 

a. Books, including books issued to 
supplement other books, of at least 8 
printed pages, consisting wholly of 
reading matter or scholarly bibliography 
or reading matter with incidental blank 
spaces for notations, and containing no 
advertising matter other than incidental 
announcements of books. Advertising 
includes paid advertising and the 
publishers’ own advertising in display, 
classified, or editorial style. 


2. Insert a new 724.1i to read as 
follows: 

i. Computer-readable media 
containing prerecorded information and 
guides or scripts prepared solely for use 
with such media. 


List of Subjects in 39 CFR Part 111 


Postal Service. 

A transmittal letter making these 
changes in the pages of the Domestic 
Mail Manual will be published and will 
be transmitted to subscribers 
automatically. Notice of issuance of the 
transmittal letter will be published in 
the Federal Register as provided in 39 
CFR 111.3. 

(39 U.S.C. 401(a), 403, 3625) 

W. Allen Sanders, 

Associate General Counsel, Office of General 
Law and Administration. 

[FR Doc. 84-30753 Filed 11-21-84; 8:45 am] 

BILLING CODE 7710-12-M 


ENVIRONMENTAL PROTECTION 
AGENCY 


40 CFR Part 52 
[Docket No. A-1-FRL-2713-8] 


Approval and Promulgation of 
implementation Plans, Vermont; Tabie 
of EPA Approved Regulations 


AGENCY: Environmental Protection 
Agency (EPA). 
ACTION: Final rule. 





summary: EPA is publishing a table 
which summarizes approval actions 
already taken to incorporate Vermont 
Air Polution regulations into the State 
Implementation Plan (SIP). The intended 
effect of this action is to make it easier 
to identify those Vermont Air Pollution 
regulations, or portions thereof, which 
have been approved by EPA and made 
part of the federally-approved SIP. 


‘ EFFECTIVE DATE: This action will be 


effective January 22, 1985 unless notice 
is received within 30 days that adverse 
or critical comments will be submitted. 
ADDRESSES: Comments may be mailed 
to Harley F. Laing, Director, Air 
Management Division, Room 2312, JFK 
Federal Building, Boston, MA 02203. 
Copies are available for public 
inspection during normal business hours 
at the Environmental Protection Agency, 
Room 2313, JFK Federal Bldg., Boston, 
MA 02203; Public Information Reference 
Unit, Environmental Protection Agency, 
401 M St., S.W., Washington, D.C., 
Office of the Federal Register, 1100 L St., 
N.W., Room 8401, Washington, D.C. 

FOR FURTHER INFORMATION CONTACT: 
Beth Clark, (617) 223-5130). 
SUPPLEMENTARY INFORMATION: Since the 
State of Vermont initially submitted its 
State Implementation Plan (SIP) to EPA 
in 1972, there have been numerous 
revisions to the plan. These revisions 
included changes to almost every 
regulation. The table which is being 
codified today at 40 CFR 52.2381 
identifies those Vermont regulations 
which are part of the federally-approved 
SIP. The table also provides the date on 
which EPA took action to revise each 
regulation. Where only part of a 
regulation is federally approved, it is 
indicated in the comments section of the 
table. We are publishing this table in 
today’s Federal Register, and making it | 
part of the Code of Federal Regulations 
to assist the public in identifying those 


State citation, title and subject 


Subchapter I! Prohibitions 


Section 5-202 Permissible open buming 


Section 5-203 Procedures for locat authorities to burn natural wood 


Vermont regulations or portions thereof, 
which are federally approved. We 
intend to revise this table each time we 
approve a revision to the Vermont SIP. 
The table published today has been 
developed primarily for informational 
purposes. It does not have any 
independent regulatory effect. The 
actual federally-approved Vermont SIP 
is incorporated by reference at 40 CFR 
52.2370. To the extent that this table 
codified at 40 CFR 52.2381 conflicts with 
40 CFR 52.2370, 40 CFR 52.2370 governs. 

EPA is publishing this table without 
prior proposal because the Agency 
views this as a noncontroversial 
amendment and anticipates no adverse 
comments. This action will be effective 
60 days from the date of this Federal 
Register unless, within 30 days of its 
publication, notice is received that 
adverse or critical comments will be 
submitted. 

If such notice is received, this action 
will be withdrawn before the effective 
date by publishing two subsequent 
notices. One notice will withdraw the 
final action and another will begin a 
new rulemaking announcing a proposal 
of the action and establishing a 
comment period. If no such comments 
are received, the public is advised that 
this action will be effective January 22, 
1984. 

Final Action: EPA is publishing a 
table of federally-approved Vermont Air 
Pollution regulations at 40 CFR 52.2381. 

Under 5 U.S.C. 605(b), I certify that 
this SIP revision will not have a 
significant economic impact on a 
substantial number of small entities (see 
46 FR 8709). 

The Office of Management and Budget 
has exempted this rule from the 
requirements of section 3 of Executive 
Order 12291. 

Under section 307(b)(1) of the Act, 
petitions for judicial review of this 


TABLE 52.2381.—EPA-Approved Regulations 
{¥Yermont SIP regulations 1972 to present] 


FEDERAL 


REGISTER Citation 


37 FR 10899 
36 FR 12713 


..| 12/10/72 
12/10/72 
11/19/73 
12/16/74 

1/25/78 
8/12/78 
3/24/79 
11/4/79 
11/3/81 


5/31/72 
5/14/73 
3/22/76 
1/21/76 
12/21/78 
4/16/82 
1/30/80 
2/19/80 
2/10/82 


45 FR 10775 
47 FR 6014. 


5/31/72 
12/21/78 
5/31/72 
12/21/78 
5/31/72 
12/21/78 


37 FR 10899 
43 FR 59496 
37 FR 10699 


| 12/10/72 
1/25/78 
12/10/72 
1/25/78 
12/10/72 
1/25/78 


41 FR 11819... 


45 FR 6791...... 


43 FR 59496... 
37 FR 10899... 
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action must be filed in the United States 
Court of Appeals for the appropriate 
circuit by 60 days from today. This 
action may not be challenged later in 
proceedings to enforce its requirements. 
(See section 307(b)(2).) 


List of Subjects in 40 CFR Part 52 


Air pollution control, Ozone, Sulfur 
oxide, Nitrogen dioxide, Lead, 
Particulate matter, Carbon monoxide, 
Hydrocarbons, Intergovernmental 
relations, Incorporation by reference. 


Authority: Sec. 110{a) and 301(a) of the 
Clean Air Act, as amended (42 U.S.C. 7410{a) 
and 7601(a)). 

Note.—Incorporation by reference of the 
State Implementation Plan for the State of 
Vermont was approved by the Director of the 
Federal Register on July 1, 1982. 


Dated: November 2, 1984. 
William D. Ruckelshaus, 
Administrator. 


PART 52—[AMENDED] 


Part 52 of Chapter I, Title 40 of the 
Code of Federal Regulations is amended 
as follows: 


Subpart UU—Vermont 
1. Section 52.2381, is added as follows: 


§ 52.2381 EPA—Approved Vermont State 
Regulations. 


The following table identifies the state 
regulations which have been submitted 
to and adopted by EPA as revisions to 
the Vermont State Implementation Plan. 
This table is for informational purposes 
only and does not have any independent 
regulatory effect. To determine 
regulatory requirements for a specific 
situation consult the plan identified in 
§ 52.2370. To the extent that this table 
conflicts with §§ 52.2370, 52.2370 
governs. 


Section 
52.2370 


| All of 5-101 (1-42) approved. 

..| Related to wood-fired boilers. 
Related to PSD. 

All of 5-101 (1-62) approved. 
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TABLE 52.2381.—EPA-Approved Regulations—Continued 
[Vermont SIP regulations 1972 to present} 


Date Date : 
; FEDERAL Section 
State citation, title and subject Approved >. 
—— by EPA REGISTER Citation | 52.2370 


Section 5-211 Prohibition of visible air contaminants 12/10/72 | 5/31/72 
1/25/78 | 12/21/78 asneaoces 5-211 (1)(2) approved. 
8/12/78 | 4/16/82 | 47 FR 16331.. see] 5-211 (3) not approved. 


Section 5-221 Prohibition of potentially polluting materials in fuel 12/10/72 | 5/31/72 | 37 FR 10899... 
3/16/75 1/8/82 al Except 5-221(c) (i) and (ji). includes Moran Sta. 
Bubble Approval. 


7/12/76 2/4/77 | 42 FR 6811 
1/25/78 | 12/21/78 | 43 FR 59496 .. 
Section 5-231 Prohibition of particulate matter. ~- 12/10/72 | 5/31/72 | 37 FR 10899... 

12/10/72 | 5/14/73 | 36 FR 12713.. bind 

11/19/73 | 3/22/76 | 41 FR 11819. Regarding incinerators. 

12/16/74 | 1/21/76 | 41 FR 3086.. Regarding combustion contaminants. 
7/12/76 2/4/77 | 42 FR 6811.. Regarding incinerators asphe!t plants. 
3/14/77 8/2/78 | 43 FR 33918... Regarding wood processing plants. 
1/25/78 | 12/21/78 | 43 FR 59496.. 
8/12/78 | 4/16/82 | 47 FR 16331 Except Cersosimo Lumber, Rutland Plywood, 


11/13/81 2/10/82 | 47 FR 6014. 
8/23/83 | 48 FR 38235... 
Section 5-241 Prohibition of nuisance and odor 12/10/72 | 5/31/72 | 37 FR 10899... 
11/19/73 | 3/22/76 | 41 FR 11819... 
1/25/78 | 12/21/78 | 43 FR 59496... 
Section 5-251 Control of nitrogen oxides emissions 12/10/72 | 5/31/72 | 37 FR 10899... 
1/25/78 | 12/21/78 | 43 FR 59496... 
3/25/79 | 2/19/80 | 45 FR 10775... 
. 11/4/79 | 2/19/80 | 45 FR 10775... 
Section 5-252 Control of sulfur dioxide emissions 7/12/76 | 2/4/77 | 42 FR 6811.. 
1/25/78 | 12/21/78 | 43 FR 59496... 
3/24/79 | 2/19/80 | 45 FR 10775... 
11/4/79 | 2/19/80 | 45 FR 10775... 
Section 5-261 Control of hazardous air contaminants 11/3/81 | 2/10/82 | 47 FR 6014.. 
Subchapter Ill Ambient Air Quality Stds 
Section 5-301 12/10/72 | 5/31/72 | 37 FR 10899... 
3/24/79 | 2/19/80 | 45 FR 10775... 
Section 5-302 Sulfur dioxide primary 12/10/72 | 5/31/72 | 37 FR 10899... 
7/12/76 | 2/4/77 
3/24/79 | 2/19/80 | 45 FR 10775... 
Section 5-303 ioxi 12/10/72 | 5/31/72 | 37 FR 10899... 
7/12/76 | 2/4/77 | 42 FR 6811...... 
3/24/79 | 2/19/80 | 45 FR 10775... 
Section 5-304 i 12/10/72 | 5/31/72 | 37 FR 10899... 
3/24/79 | 2/19/80 | 45 FR 10775... 
Section 5-305 TSP (secondary) 12/10/72 | 5/31/72 | 37 FR 10899... 
3/24/79 | 2/19/80 | 45 FR 10775 
Section 5-306 Carbon monoxide primary/secondary. 12/10/72 | 5/31/72 | 37 FR 10899 
11/19/73 | 3/22/76 | 41 FR 11819 
3/24/79 | 2/19/80 | 45 FR 10775 
Section 5-307 Oz i 12/10/72 | 5/31/72 | 37 FR 10899 
12/16/74 | 1/21/76 | 41 FR 3085... 
3/24/79 | 2/19/80 | 45 FR 10775 


Section 5-308 Lead (primary/secondary) 11/3/81 2/10/82 | 47 FR 6014... 
Subchapter IV Operations/Procedures 
Section 5-401 Classification of air contaminant sources... 3/24/79 | 2/19/80 


Section 5-402 Written reports when requested... 12/10/72 | 5/31/72 
12/10/72 | 5/14/73 | 38 FR 12713 


11/19/73 | 3/22/76 | 41 FR 11819.......... <ascoed 
3/24/79 | 2/19/80 | 45 FR 10775.......... .-| 5-402(1) only. 
Section 5-403 Circumvention. 12/10/72 | 5/31/72 | 37 FR 10899..........| (b)... “7 
Section 5-404 Methods for sampling and testing of sources... 12/10/72'| 5/31/72 | 37 FR 10899... 
1/25/78 | 12/21/78 | 43 FR 59496 
3/24/78 | 2/19/80 | 45 FR 10775 
Section 5-405 Required air monitoring. 12/10/72 | 5/31/72 | 37 FR 10899 
3/24/79 | 1/30/80 | 45 FR 6781... 
3/24/79 | 2/19/80 | 45 FR 10775. 


Section 5-406 Required air modeling 3/24/79 | 1/30/80 | 45 FR 6781.... 
3/24/79 | 2/19/80 | 45 FR 10775. 





Subchapter V Review of new air contaminant sources 
Section 5-501 Review of construction or modification of air contaminant | 12/10/72 | 5/31/72 


sources. 
12/10/72 5/14/73 | 38 FR 12713 

1/25/78 | 12/21/78 | 43 FR 59496. 

3/24/79 1/30/80 | 45 FR 6781.... 

11/4/79 | 2/19/80 | 45 FR 10775. 

11/3/81 2/10/82 | 47 FR 6014.... 

Section 5-502 Major stationary sources and major modifications 3/24/79 | 1/30/80 | 45 FR 6781... 
11/4/79 2/19/80 | 45 FR 10775. 
11/3/81 2/10/82 | 47 FR 6014............. 


"| Except 5-501(3). 
Do. 


Subchapter Vil Motor vehicle emissions 
Section 5-701 Removal of control devices 12/10/72 | 5/31/72 | 37 FR 10899 
3/24/79 2/19/80 | 45 FR 10775. 


Section 5-702 Excessive smoke emissions from motor vehicles. 12/10/72 | 5/31/72 | 37 FR 10899. 

3/24/79 | 2/19/80 | 45 FR 10775. 

Section 5-801 Effective date 3/24/79 1/30/80 | 45 FR 6781.... 

Table 1.—Process weight standards. 12/10/72 | 5/34/72 | 37 FR 10899. 

1/25/78 | 12/21/78 | 43 FR 59496. 

Figure 1.—Fuel-burning equipment. 12/10/72 | 5/31/72 | 37 FR 10899. 
7/12/76 2/4/77 | 42 FR 6811 

1/25/78 | 12/21/78 | 43 FR 59496. 
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TABLE 52.2381.—EPA-Approved Regulations—Continued 
[Vermont SiP regulations 1972 to present) 


Date Date . 
FEDERAL Section 
Approved : 
oc by EPA REGISTER Citation | 52.2370 


1/30/80, | 45 FR 6781........... 
2/19/80 | 45 FR 10775.......... 
2/19/80 


3/24/79 
3/24/79 
11/4/79 


I arcs essssiontenteesionhetsesansiherhretinhctieeeanntatiaansiaies l 
Table 3.—Levels of significant impact for nonattainment areas 


[FR Doc. 84-29447 Filed 11-21-84; 8:45 am] 
BILLING CODE 6560-50-M 


DEPARTMENT OF THE INTERIOR 


Bureau of Land Management 


43 CFR Public Land Order 6578 
{ W-34993] 


Wyoming; Withdrawal of Public Lands 
for Castile Gardens Recreation Site 


AGENCY: Bureau of Land Management, 
interior. 


ACTION: Public Land Order. 


SUMMARY: This order withdraws 110 
acres of public land from surface entry 
and mining for 20 years to protect the 
recreational and aesthetic values as 
well as the capital investment of the 
Castle Garden Recreation site. The 
lands have been and remain open to 
mineral leasing. 


EFFECTIVE DATE: November 23, 1984. 


FOR FURTHER INFORMATION CONTACT: 
Scott Gilmer, BLM, Wyoming State 
Office, P.O. Box 1828, Cheyenne, 
Wyoming 82003, 307-772-2089. 

By virtue of the authority vested in the 
Secretary of the Interior by section 204 
of the Federal Land Policy and 
Management Act of 1976, 90 Stat. 2751; 
43 U.S.C. 1714, it is ordered as follows: 

1. Subject to valid existing rights, the 
following described public land is 
hereby withdrawn from settlement, sale, 
location, and entry under the general 
land laws, including the United States 
mining laws (30 U.S.C. Ch. 2), but not 
from leasing under mineral leasing laws, 
to protect a Bureau of Land 
Management recreation site. 


Sixth Principal Meridian 
T. 46 N., R. 89 W., 

Sec. 15, S2NE%“%NW %4,NE“SE% 
NW ANW‘%,S”SE“NWANW 4, 
EYNW%4SW 4ANW %4,NE“SW% 
NW44.N“%SE%“%SW “ANW 4, 
SE“%SE%“4SW '4NW %4,SE“NW 4. 
N*NE“SW 4. 

The area described contains 110 acres in 

Washakie county. 


11/3/81 | 2/10/82 


2. The withdrawal made by this order 
does not alter the applicability of those 
public land laws governing the use of 
the lands under lease, license, or permit, 
or governing the disposal of their 
mineral or vegetative resources other 
than under the mining laws. 

3. This withdrawal will expire 20 
years from the effective date of this 
order unless, as a result of a review 
conducted before the expiration date 
pursuant to Section 204(f) of the Federal 
Land Policy and Management Act of 
1976, 43 U.S.C. 1714(f}, the Secretary 
determines that the withdrawal shall be 
extended. 

Garrey E. Carruthers, 

Assistant Secretary of the Interior. 
November 14, 1984. 

[FR Doc. 84-30657 Filed 11-21-84; 8:45 am] 
BILLING CODE 4310-84-M 





43 CFR Public Land Order 6579 
[W-83358] 


Wyoming; Partial Revocation of Stock 
Driveway Withdrawal 


AGENCY: Bureau of Land Management, 
Interior. 


ACTION: Public Land Order. 


SUMMARY: This order revokes a 
Secretarial order insofar as it affects 
1,533.10 acres of public land withdrawn 
for stock driveway purposes. The lands 
are needed for expansion of the 
communities of Rawlins and Wamsutter. 
Except for 35 acres in a Recreation and 
Public Purposes lease, the lands will be 
opened to surface entry but have been 
and remain open to mining and mineral 
leasing. 


EFFECTIVE DATE: December 20, 1984. 


FOR FURTHER INFORMATION CONTACT: 
Scott Gilmer, BLM, Wyoming State 
Office, P.O. Box 1828, Cheyenne, 
Wyoming 82001, 307-772-2089. 

By virtue of the authority vested in the 
Secretary of the Interior by section 204 


of the Federal Land Policy and 
Management Act of 1976, 90 Stat. 2751; 
43 U.S.C. 1714, it is ordered as follows: 
1. The Secretarial Order of June 20, 
1918, is hereby revoked insofar as it 
affects the following described land: 


Sixth Principal Meridian, Wyoming 
T. 21 N., R. 87 W., 

Sec. 4, lots 1-4, SN; 

Sec. 20, NYSE“NE, S'%2S'%2NE'%, 
NW “ANW%, SANW%, SA. 

T. 22 N., R. 87 W., 
Sec. 32. 
T. 20 N., R. 94 W., 

Sec. 34, NEANE“YNW ’NW%4,S%NE% 
NW “4NW14A.NW “NW ANW “NW, 
SYNW%’NW ANW%,SW'4ANW% 
NW%4,NW4SW ANW%,S”%SW AN 
W%,NYNW%SW4A.NYS XN 
W%SW%4,S%SW ANW 4SW 4. 

The area described contains 1,533.10 acres 

in Carbon and Sweetwater Counties, 
Wyoming. 


2. The following described lands are 
presently in Recreation and Public 
Purposes lease W-67920 and are closed 
to the general public land laws, 
including the United States mining laws: 


T. 20N., R. 94 W., 
Sec. 34, NANW’%SW'Y4ANYS'* 
NW%SW%,S%2SW “NW “SW 4, 


3. At 10 a.m. on December 20, 1984, the 
lands described in paragraph one except 
those described in paragraph two shall 
be opened to the operation of the public 
land laws generally, subject to valid 
existing rights, the provisions of existing 
withdrawals and the requirements of 
applicable law. All valid applications 
received at or prior to 10 a.m. on 
December 20, 1984, shall be considered 
as simultaneously filed at that time. 
Those received thereafter shall be 
considered in the order of filing. 


Dated: November 14, 1984. 
Garrey E. Carruthers, 
Assistant Secretary of the Interior. 
[FR Doc. 84-30659 Filed 11-21-84; 8:45 am] 
BILLING CODE 4310-84-M 
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43 CFR Public Land Order 6580 
[M-41958] 


Montana; Partial Revocation of 
Powersite Reserve No. 24 


AGENCY: Bureau of Land Management, 
Interior. 


ACTION: Public Land Order. 


SUMMARY: This order partially revokes 


Secretarial Order dated February 13, 
1922, which withdrew lands for 
powersite purposes. This action will 
permit consummation of a pending 120- 
acre, Forest Service exchange. These 
lands have been and will remain open to 
mining and mineral leasing. 

EFFECTIVE DATE: December 20, 1984. 

FOR FURTHER INFORMATION CONTACT: 
James Binando, BLM, Montana State 
Office, P.O. Box 36800, Billings, Montana 
59107, 406-657-6090. 

By virtue of the authority vested in the 
Secretary of the Interior by section 204 
of the Federal Land Policy and 
Management Act of 1976, 90 Stat. 2751; 
43 U.S.C. 1714, and pursuant to the 
determination by the Federal Energy 
Regulatory Commission in DA-214- 
Montana, it is ordered as follows: 

1. Secretarial Order dated February 
13, 1922, is hereby revoked insofar as it 
affects the following described lands. 
Principal Meridian 
T. 34.N., R. 21 W., 

Sec. 13, S4#SW%; 

Sec. 24, NE“NE%. 

The area contains 120 acres in Flathead 
County. 

2. At 9 a.m. on December 20, 1984, the 
lands will be opened to.such forms of 
disposition as may by law be made of 
national forest lands. 

Garrey E. Carruthers, 

Assistant Secretary of the Interior. 
November 14, 1984. 

(FR Doc. 84-30658 Filed 11-21-84; 8:45 am} 
BILLING CODE 4310-84-M 


DEPARTMENT OF TRANSPORTATION 
Office of the Secretary 


49 CFR Part 1 
{OST Docket No. 1; Amdt. 1-198] 


Organization and Delegation of 
Powers and Duties; Redelegation From 
the Generai Counsel to the Chief 
Counsels of the Maritime and 
Research and Special Programs 
Administrations 


AGENCY: Department of Transportation 
(DOT), Office of the Secretary. 


ACTION: Final rule. 


SUMMARY: This amendment redelegates 
to the Chief Counsels of the Maritime 
Administration (MarAd) and the 
Research and Special Programs 
Administration (RSPA) authority 
delegated to the General Counsel by the 
Department of Justice to approve the 
sufficiency of title to land acquired for 
the use of their respective agencies. This 
authority has previously been 
redelegated to all other DOT agency 
chief counsels; at the time of that 
redelegation, MarAd was not part of 
DOT and RSPA did not exist. 

DATES: This amendment is effective 
November 23, 1984. The delegations are 
effective August 13, 1981 as to MarAd, 
and September 23, 1977 as to RSPA. 
FOR FURTHER INFORMATION CONTACT: 
Robert I. Ross, Office of the General 
Counsel, C-50, Department of 
Transportation, Washington, DC (202) 
426-4723. 

SUPPLEMENTARY INFORMATION: Since 
this amendment relates to Departmental 
management, procedures, and practice, 
notice and comment on it are 
unnecessary and it may be made 
effective in fewer than thirty days after 
publication in the Federal Register. 

By delegation from the Assistant 
Attorney General, Land and Natural 
Resources Division, Department of 
Justice, the General Counsel of DOT has 
authority to approve the legal 
sufficiency of the title to land being 
acquired for DOT use. To facilitate the 
exercise of this authority, the General 
Counsel redelegated this authority to 
each DOT agency chief counsel with 
respect to that official's own agency. At 
that time, MarAd was part of the 
Department of Commerce and RSPA did 
not exist as a separate organization 
within DOT. This amendment delegates 
to these two agencies’ chief counsels the 
same authority exercised by the other 
chief counsels in DOT, effective as of 
the date that each was organized within 
DOT. 


List of Subjects in 49 CFR Part 1 


Authority delegations (government 
agencies), Organization and functions 
(government agencies), Transportation 
Department. 


PART 1—[AMENDED} 


In consideration of the foregoing, 
Section 3 of Appendix A of Part 1 of 
Title 49, Code of Federal Regulations, is 
amended by, in the third paragraph of 
that section, which begins “The Chief 
Counsels of the,” deleting “and” after 
“Urban Mass Transportation 
Administration” and inserting “Maritime 
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Administration, and Research and 
Special Programs Administration” 
before the period after “St. Lawrence 
Seaway Development Corporation”. 
Authority: 49 U.S.C. 322; delegation from 
the Department of Justice. 
Issued in Washington, DC, on November 7, 
1984. 
Jim J. Marquez, 
General Counsel. 
[FR Doc. 84-29848 Filed 11-21-84; 6:45 am] 
BILLING CODE 4910-62-M 


Federal Highway Administration 
49 CFR Part 395 


{BMCS Docket No. MC-99-1; Amdt. No. 83- 
13) 


Driver's Record of Duty Status 


AGENCY: Federal Highway 
Administration (FHWA), DOT. 
ACTION: Final rule with request for 
comments. 


SUMMARY: To comply with the opinion 
of the United States Court of Appeals 
for the District of Columbia Circuit, the 
FHWA is amending the Federal Motor 
Carrier Safety Regulations (FMCSR) to 
(1) reinstate the 12 hour in lieu of the 
present 15 consecutive hour limitation in 
the 100-mile radius exemption provision 
from the requirement to prepare driver’s 
records of duty status, and (2) reinstate 
the 7 data items previously deleted from 
the recordkeeping requirement of the 
driver's record of duty status. 
Additionally, comments for further 
consideration of these changes are being 
requested. 

DATES: This rule is effective November 
23, 1985. Comments must be received by 
January 31, 1984. 

appress: All comments should refer to 
the docket number that appears at the 
top of this document and must be 
submitted, preferably in triplicate, to 
Room 3404, Bureau of Motor Carrier 
Safety, 400 Seventh Street, SW.. 
Washington, D.C. 20590. 

FOR FURTHER INFORMATION CONTACT: 
Mr. Neill L. Thomas, Bureau of Motor 
Carrier Safety, (202) 426-9767, or Mrs. 
Kathleen S. Markman, Office of the 
Chief Counsel, (202) 426-0346, Federal 
Highway Administration, 400 Seventh 
Street, SW., Washington, D.C. 20590. 
Office hours are from 7:45 a.m. to 4:15 
p.m. ET, Monday through Friday. 
SUPPLEMENTARY INFORMATION: The 
FHWA, by a final rule in BMCS Docket 
No. MC-99; Amdt. No. 81-6, Driver’s 
Logs, published in the Federal Register 
on November 26, 1982 (47 FR 53383), 
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revised the FMCSR with respect to the 
recordkeeping requirements of the 
driver's log by eliminating the following 
seven items: 

(1) Total mileage today; 

(2) Name of co-driver; 

(3) Home terminal address; 

(4) Total hours (as found at far right 
edge of grid); 

(5) Shipping document number(s), or 
name of shipper and commodity; 

(6) Origin; and 

(7) Destination or turnaround point. 

In addition, the 100-mile exemption 
provision of the recordkeeping 
requirement was revised by substituting 
“15 consecutive hours” for the original 
“12 hours” as the time during which the 
driver must return to the point of 
dispatch. 

Also changed in the final rule of 
November 26, 1982 were the provisions 
(1) permitting motor carriers to use any 
form with the grid; (2) allowing the use 
of any 24 hour period; and (3) reducing 
the retention period of the driver's 
record of duty status for the motor 
carrier from 1 year to 6 months and from 
30 days to 8 days for the driver. 

The International Brotherhood of 
Teamsters, Chauffeurs, Warehousemen 
and Helpers of America, on March 2, 
1983, petitioned the United States Court 
of Appeals for the District of Columbia 
Circuit to review and set aside the final 
rule which amended § 395.8 of the 
FMCSR by revamping the logkeeping 
requirements. The petitioner contended 
that: 


(a) The changes in the logbook system are 
arbitrary, capricious and withouta rational 
basis in that they represent a significant 
erosion of the FHWA Motor Carrier Safety 
authority and enforcement effectiveness. 

(b) The changes in the logbook 
requirements are not supported by the 
rulemaking record in this proceeding. 

(c) The public was not adequately afforded 
an opportunity to comment on the logbook 
system changes in that the Final rule differs 
in serious and material respects from the 
originally proposed rule. 


The Court, in its opinion of June 12, 
1984, concluded in part: 


We therefore uphold the agency's 
modification. of the recordkeeping 
requirement to permit drivers to use their 
own forms. However, the agency has failed to 
demonstrate that it engaged in reasoned 
decisionmaking or that it had any basis at all 
for its decision to omit the seven items of 
information and expand the exemption from 
the recordkeeping requirement. For this 
reason, we hold that the agency acted 
arbitrarily and capriciously in adopting the 
new rules to the extent that they omit the 
seven items of information from the 
recordkeeping requirement and to the extent 
that they expand the exemption from the 
recordkeeping requirement. (United States 


Court of Appeals for the District of Columbia 
Circuit No. 82-1228 (International 
Brotherhood of Teamsters v. United States 
and American Trucking Associations, Inc.). 
No. 82-1228, slip op. at 18 (D.C. Cir. June 12, 
1984)). 


As required by the Court's decision, 
the FMCSR is being amended by 
reinstating the omitted seven items and 
the 100-mile exemption provision is 
amended by reinstating the ‘12 hour” 
requirement. 

Those driver's logs and driver's duty 
status records that have been revised to 
conform to the current rule that was 
vacated by the Court will be required to 
have the additional seven items added 
thereto by any legible method, i.e., 
handwritten, typed, printed, or stamped. 

The Court specifically stated that the 
FHWA had failed to adequately justify 
in the administrative record that the 
seven omitted items of information were 
unnecessary for law enforcement 
purposes. The Court also pointed out 
that the administrative record lacked an 
explanation of how the 50 percent 
reduction in driver’s log preparation was 
calculated. Since the basis for the 
Court's decision centered on the lack of 
justification for the change of policy as 
opposed to the policy change itself, the 
FHWA is specifically requesting input 
and data from the public in order to 
determine if such justification can be 
demonstrated and documented for 
future possible revisions to the driver's 
record of duty status. 

The central question concerns the 
actual utility of the seven items of 
information. One view expressed is that 
the seven items serve as a legitimate 
purpose in determining whether a driver 
is in compliance with the hours of 
service requirements. Conversely, it can 
be argued that the seven items 
constitute recorded information of litile 
value. For example, the data entry 
“Total Mileage Today” will reveal 
information identical to the entry “Total 
Miles Driving Today” unless there is 
more than one driver on the vehicle. The 
data entries “Origin” and “Destination” 
can provide an immediate indication of 
the vehicle’s travel or travel plan for a 
particular day. However, this same 
information can be determined by a 
close examination of the location of 
duty status changes shown in the 
“Remarks” portion of the “Graph Grid” 
section of the driver's record of duty 
status. The “Total Hours” summary of 
time worked in each duty status column 
makes it easy to determine at a glance if 
the record reveals an hours of service 
violation. The same determination can 
be made counting the actual hours 
recorded in each duty status column. 
Therefore, in light of the Court's 
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criticism and in order for the 
administrative record to be as complete 
as possible for providing a basis for 
future possible rulemaking, the FHWA 
is requesting comments which justify 
retention or elimination of the driving 
record duty status or any individual 
item of information or combination of 
items required by the driving record of 
duty status. 

After promulgation of the 100-mile 
radius driver exemption in 1980, the 
FHWA received petitions for rulemaking 
from the Private Truck Council of 
America, Inc. and Continental Group, 
Inc. Both petitions requested that the 50- 
mile radius driver exemption be restored 
as an option. The petitioners indicated 
that many drivers who were previously 
exempt from log preparation were now 
required to prepare the logs due to the 
12-hour limitation established in the 
1980 rule. The FHWA realized that the 
1980 change in the exemption had, in 
fact, created the burden indicated by the 
petitioners. Thus, we requested 
comments on those petitions in the 
notice of proposed rulemaking (NPRM) 
of February 22, 1982 (47 FR 7702). The 
majority of comments received were 
favorable to the proposed change. 

Comments are requested regarding the 
availability of records maintained by 
motor carriers generally, for use by 
Federal and State enforcement 
personnel to ascertain if, under a 100- 
mile, 15 consecutive hour exemption 
rule: 

(1) Drivers were on duty during the 
time they were performing services for 
the motor carrier or shipper, or were off 
duty; 

(2) The drivers did not drive in excess 
of 10 hours during the time they were on 
duty; 

(3) There are adequate records 
maintained by the motor carriers to 
insure that the drivers were not in 
violation of (1) and/or (2) above. 

Comments are also requested on 
whether the 50-mile radius exemption 
should be reinstated as an option rather 
than change the current 100 mile/12 
hour provision to the 100-mile/15 
consecutive hour provision. 

The final rule published in the Federal 
Register on November 26, 1982 (47 FR 
53383) (BMCS Docket No. MC-99; Amdt. 
No. 81-6) was determined to be a major 
regulatory reduction action under - 
Executive Order 12291 and significant 
under the DOT’s regulatory policies and 
procedures. This determination was 
based on projected cost savings which 
would result from the reduction in 
requirements for maintaining the 
driver's record of duty status. This 
rulemaking action is reinstating 
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requirements which existed prior to the 
November 26, 1982 final rule as 
mandated by the United States Court of 
Appeals. For this reason, this 
rulemaking action is considered a major 
rule under Executive Order 12291 and a 
significant regulation under the 
regulatory policies and procedures of 
the Department of Transportation. 

A regulatory evaluation and 
regulatory flexibility analysis was 
prepared for the final rule published in 
the Federal Register on November 26, 
1982. It is available for review in the 
public docket. A copy may be obtained 
by contacting Mr. Neill L. Thomas at the 
address provided above under the 
heading “For Further Information 
Contact.” Since this evaluation 
addressed the impacts of the provisions 
which the Court mandated reinstated, a 
separate regulatory evaluation is not 
necessary for this rulemaking action. 
The regulatory flexibility analysis had 
determined that small trucking 
operations would derive little tangible 
savings from the rulemaking issued on 
November 26, 1982. Therefore, to revert 
to the status quo will not appreciably 
affect the operations of the small 
trucking industry. For these reasons and 
under the criteria of Regulatory 
Flexibility Act (Pub. L. 96-354), it is 
hereby certified that this action will not 
have a significant economic impact on a 
substantial number of small entities. 

Since the amendments in this 
document merely comply with the 
judicial mandate of the United States 
Court of Appeals for the District of 
Columbia, public comment is 
unnecessary. Therefore, the FHWA 
finds good cause to make the 
amendments final without prior notice 
and opportunity for comment and 
without a 30-day delay in effective date 
under the Administrative Procedures 
Act. Notice and opportunity for 
comment are not required under the 
regulatory policies and procedures of 
the Department of Transportation 
because it is not anticipated that such 
action could result in the receipt of 
useful information since the judicial 
mandate provides for no administrative 
discretion. A comment period is being 
provided for further consideration of 
rulemaking action. 

Information collection requirements 
contained in this regulation (§ 395.8) 
have been approved by the Office of 
Management and Budget (OMB) under 
the provisions of the Paperwork 
Reduction Act of 1980 (Pub. L. 96-511) 


and have been assigned OMB control 
number 2125-0016. 

In view of the above,§ 395.8 of the 
FMCSR is being amended by reinstating 
that portion of the final rule vacated by 
the Court. 


List of Subjects in 49 CFR Part 395 


Motor carriers—driver's hours of 
service, Reporting and recordkeeping 
requirements. 


PART 395—HOURS OF SERVICE OF 
DRIVERS 


In consideration of the foregoing, Title 
49 Code of Federal Regulations, Subtitle 
B, Chapter III, Part 395 is amended as 
set forth below. 

1. Section 395.8(d) is amended by 
adding seven additional items thereto, 
so that this paragraph will now read as 
follows: 


§ 395.8 Driver's record of duty status. 

(d) The following information must be 
included on the form in addition to the 
grid: 

(1) Date; 

(2) Total miles driving today; 

(3) Truck or tractor and trailer 
number; 

(4) Name of carrier; 

(5) Driver’s signature/certification; 

(6) 24-hour period starting time (e.g. 
midnight, 9:00 a.m., noon, 3:00 p.m.); 

(7) Main office address; 

(8) Remarks; 

(9) Total mileage today; 

(10) Name of co-driver; 

(11) Home terminal address; 

(12) Total hours (far right edge of 
grid); 

{13) Shipping document number(s), or 
name of shipper and commodity; 

(14) Origin; and 

(15) Destination or turnaround points. 


2. Section 395.8(f) is amended by 
revising paragraph (5) and adding 
paragraphs 11 through 15 thereto, as 
follows: 


§ 395.8 Driver’s record of duty status. 
* * * * * 

(f) The driver's activities shail be 
recorded in accordance with the 
following provisions: 

* * * * * 

(5) Vehicle identification. The carrier's 
vehicle number or State and license 
number of each truck, truck tractor and 
trailer operated during that 24-hour 
period shall be shown on the form 
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containing the driver's duty status 
record. 

(11) Total mileage today. Total 
mileage today shall be that mileage 
traveled while driving, on duty not 
driving, and resting in a sleeper berth, as 
defined in § 395.2(g) during the day 
covered by the record of duty status. 

(12) Home terminal. The driver's home 
terminal address shown shall be that at 
which the driver normally reports for 
duty. 

(13) Total hours. The total hours in 
each duty status: off duty other than in a 
sleeper berth; off duty in a sleeper berth; 
driving, and on duty not driving, shall be 
entered to the right of the grid, the total 
of such entries shall equal 24 hours. 

(14) Shipping document number(s}, or 
name of shipper and commodity shall be 
shown on the driver's record of duty 
status. 

(15) Origin and destination. The name 
of the place where a trip begins and the 
final destination or farthest turn-around 
point shall be shown. If the trip requires 
more than 1 celendar day, the record of 
duty status for each day shall show the 
original and final destination. If a driver 
departs from and returns to the same 
place on any day, the destination shall 
be indicated by entering the farthest 
point reached followed by the words 
“and return”. 


3. Section 395.8(1)(1)(ii) and (iii) are 
revised to read, as follows: 


§ 395.8 Driver's record of duty status. 


* * 7 7 * 


(1) Exemptions(1) 100-air mile radius 
driver. A driver is exempt from the 
requirements of this section if: 

(i) * * « 

(ii) The driver, except a driver 
salesperson, returns to the work 
reporting location and is released from 
work within 12 hours; 

(iii) At least 8 consecutive hours off 
duty separate each 12 hours on duty; 
(49 U.S.C. 3102; 49 CFR 1.48) 

(Catalog of Federal Domestic Assistance 
Program Number 20.217, Motor Carrier 
Safety.) 

Issued on: November 14, 1984 
Kenneth L. Pierson, 

Director, Bureau of Motor Carrier Safety. 
[FR Doc. 84-30663 Filed 11-21-84; 8:45 am] 
BILLING CODE 4910-22-M 
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DEPARTMENT OF COMMERCE 


National Oceanic and Atmospheric 
Administration 


50 CFR Part 661 
[Docket No. 40899-4135] 


Ocean Saimon Fisheries Off the 
Coasts of Washington, Oregon, and 
California 


Correction 


In FR Doc. 84~28714, beginning on 
page 43679 in the issue of Wednesday, 
October 31, 1984, make the following 
corrections: 


1. On page 43683, in § 661.3(b), the 
sixth line of the second column should 
have read “48°29'44°N. lat., 
125°00'06" W. long.;” and in the third 
column, in paragraph (d), nineteenth line 
from the bottom of the page, 


“Ancorhynchus” should have read 
“Oncorhynchus”. 

2. On page 43685, footnote 2, 
referenced in § 661.6(d)(1) should have 
appeared at the bottom of the first 
column as follows: 

2 Dash (—) means a long flash of light.”. 

3. On page 43688, in the Appendix, 
fourteenth line of the third column, “a 
should have read “or”. 


BILLING CODE 1505-01-M 


50 CFR Part 661 


[Docket No. 40899-4135] 


Ocean Saimon Fisheries Off the 
Coasts of Washington, Oregon, and 
California; Correction 


AGENCY: National Marine Fisheries 
Service (NMFS), NOAA, Commerce. 
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ACTION: Final rule; correction. 


SUMMARY: This document corrects a 
section number in the final rule which 
implements the framework amendment 
for the commercial and recreational 
salmon fisheries off the coasts of 
Washington, Oregon, and California, 
that was published on October 31, 1984, 
49 FR 43679. 

FOR FURTHER INFORMATION CONTACT: 
Dr. T.E. Kruse, 206-526-6150; or Mr. E.C. 
Fullerton, 213-548-2575. 
SUPPLEMENTARY INFORMATION: In FR 
Doc. 84-28714, appearing on page 43681, 
column 3, under the response to 
comment 22, line 3, “Section 611.20({a)” 
is corrected to read “Section 661.20(a).” 


Dated: November 16, 1984. 
Carmen J. Blondin, 
Deputy Assistant Administrator for Fisheries 
Resources Management, National Marine 
Fisheries Service. 
{FR Doc. 84-30598 Filed 11-21-84; 8:45 am] 
BILLING CODE 3510-22-M 





This section of the FEDERAL REGISTER 
contains notices to the public of the 
proposed issuance of rules and 
regulations. The purpose of these notices 
is to give interested persons an 
opportunity to participate in the rule 
making prior to the adoption of the final 
rules. 


DEPARTMENT OF AGRICULTURE 
Federal Crop Insurance Corporation 


7 CFR Part 437 

[Docket No. 1436S] 

Sweet Corn Crop Insurance 
Regulations 


AGENCY: Federal Crop Insurance 
Corporation, USDA. 


ACTION: Proposed rule. 


SUMMARY: The Federal Crop Insurance 


Corporation (FCIC) proposes to revise 
and reissue the Sweet Corn Crop 
Insurance Regulations (7 CFR Part 437), 
effective for the 1985 and succeeding 
crop years to provide for: (1) Changing 
to a mandatory “Actual Production 
History” (APH) basis by removing the 
Premium Adjustment Table and 
providing for cancellation for not 
furnishing records; (2) adding as a cause 
of loss the unavoidable failure of 
irrigation water supply; (3) changing the 
method of computing indemnities when 
acreage, share or practice is 
underreported; (4) revising the insurance 
period in certain counties; and (5) 
deleting Appendix A. The intended 
effect of this rule is to comply with the 
provisions of Department Regulation 
1512-1 with regard to review of 
regulations issued by FCIC for need, 
currency, clarity, and effectiveness. The 
authority for the promulgation of this 
rule is contained in the Federal Crop 
Insurance Act, as amended. 

DATES: Comment Date: Written 
comments, data, and opinions on this 
proposed rule must be submitted not 
later than December 24, 1984, to be sure 
of consideration. 

ADDRESS: Written comment on this 
proposed rule should be sent to the 
Office of the Manager, Federal Crop 
Insurance Corporation, U.S. Department 
of Agriculture, Washington, D.C., 20250. 
FOR FURTHER INFORMATION CONTACT: 
Peter F. Cole, Secretary, Federal Crop 
Insurance Corporation, U.S. Department 


Proposed Rules 


of Agriculture, Washington, D.C., 20250, 
telephone (202) 447-3325. 
SUPPLEMENTARY INFORMATION: This 
action has been reviewed under USDA 
procedures established by Departmental 
Regulation No. 1512-1 (December 15, 
1983). This action constitutes a review 
as to the need, currency, clarity, and 
effectiveness of these regulations under 
those procedures. The sunset review 
date established for these regulations is 
June 1, 1989. 

Merritt W. Sprague, Manager, FCIC, 
has determined that this action (1) is not 
a major rule as defined by Executive 
Order No. 12291 (February 17, 1981), 
because it will not result in: (a) An effect 
on the economy of $100 million or more; 
(b) major increases in costs or prices for 
consumers, individual industries, 
Federal, State, or local governments, or 
a geographical region; or (c) significant 
advr -3e effects on competition, 
emp. ., ment, investment, productivity, 
innovation, or the ability of U.S.-based 
enterprises to compete with foreign- 
based enterprises in domestic or export 
markets; and (2) will not increase the 
Federal paperwork burden for 
individuals, small businesses, and other 
persons. 

The title and number of the Federal 
Assistance Program to which this 
proposed rule apply are: Title—Crop 
Insurance; Number 10.450. 

This program is not subject to the 
provisions of Executive Order 12372 
which requires intergovernmental 
consultation with State and local 
officials. See the Notice related to 7 CFR 
3015, Subpart V, published at 48 FR 
29115 (June 24, 1983). 

This action is exempt from the 
provisions of the Regulatory Flexibility 
Act; therefore, no Regulatory Flexibility 
Analysis was prepared. 

This action is not expected to have 
any significant impact on the quality of 
the human environment, health, and 
safety. Therefore, neither an 
Environmental Assessment nor an 
Environmental Impact Statement is 
needed. 

Other than minor corrections to 
language and format, the principal 
changes in the sweet corn policy are: 

1. Section 1.a.—Add the failure of 
irrigation water supply because of an 
unavoidable cause as an insurable 
cause of loss. This clarifies intent since 
it is implied as a cause of loss in Section 
2.e.(2). 
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2. Section 5.a.—Remove the Premium 
Adjustment Table. The crop will be 
insured on an actual production history 
(APH) basis. Coverages will therefore 
reflect the actual production history of 
the crop on the unit. Insureds with good 
loss experience who are receiving a 
premium discount are protected since 
they will retain any discount under the 
present schedule through the 1989 crop 
year or until their loss experience 
causes them to lose the advantage, 
whichever is earlier. 

3. Section 5.—Remove the provisions 
for the transfer of insurance experience 
and for premium computation when 
participation has not been continuous. 
Deletion of the premium adjustment 
table eliminates the need for these 
provisions. 

4. Section 7.e.—Change the end of the 
insurance period in certain counties in 
Washington and Oregon to more closely 
conform to the normal harvest period in 
that location. 

5. Section 9.d.—Effective for the 1986 
and succeeding crop years allow the 
guarantee only on the acreage, share, or 
practice reported but credit production 
on the acreage, share, or practice 
actually planted if the acreage, share or 
practice reported results in a premium 
less than the acreage, share or practice 
actually p!anted. When acres are 
underreported, the production from all 
acres will be applied against the 
reported acres in calculating 
indemnities. This change will reduce the 
indemnities when acres are 
underreported and will reduce the 
complexity of calculations. 

6. Section 9.e.—Add a new subsection 
to clarify the effect of untimely harvest 
on total production to be counted. 

7. Section 15.c.—Add a clause to 
cancel the contract if production history 
is not furnished by the cancellation date. 
An exception will be allowed if the 
insured can show, prior to the 
cancellation date, that records are 
unavailable due to conditions beyond 
the insured’s controi. This clause is 
required by the change to mandatory 
APH. 

8. Section 17...—Add a definition for 
the term “Loss ratio” to clarify its use in 
Section 5. 

9. In addition to the policy changes 
FCIC a’ so proposes to eliminate the 
codification of Appendix A. All FCIC 
service offices in the United States will 
be able to advise a producer if sweet 
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corn insurance is offered in a particular 
county. 

FCIC is soliciting comments on this 
proposed rule for 30 days after 
publication in the Federal Register. All 
written comments made pursuant to this 
action will be available for public 
inspection in the Office of the Manager 
during regular business hours, Monday 
through Friday. 


List of Subjects in 7 CFR Part 437 
Crop insurance, Sweet corn. 


Proposed Rule 


Accordingly, pursuant to the authority 
contained in the Federal Crop Insurance 
Act, as amended (7 U.S.C. 1501 et seq.), 
the Federal Crop Insurance Corporation 
hereby proposes to revise and reissue 
the Sweet Corn Crop Insurance 
Regulations (7 CFR Part 437), effective 
for the 1985 and succeeding crop years, 
to read as follows: 


PART 437—SWEET CORN CROP 
INSURANCE REGULATIONS 


Subpart—Regulations for the 1985 and 
Succeeding Crop Years 


Sec. 

437.1 Availability of sweet corn crop 
imsurance. 

437.2 Premium rates, production guarantees, 
levels of coverage, and prices for 
computing indemnities. 

437.3 OMB contro! numbers. 

437.4 Creditors. 

437.5 Good faith reliance on 
misrepresentation. 

437. The contract. 

437.7. The application and policy. 

Authority: Secs. 506, 516, Pub.L. 75-430, 52 

Stat. 73, 77 as amended (7 U.S.C. 1506, 1516). 


Subpart—Regulations for the 1985 and 
Succeeding Crop Years 


§ 437.1 Avaitability of sweet corn crop 
insurance. 

Insurance shall be offered under the 
provisions of this subpart on sweet corn 
in counties within the limits prescribed 
by and in accordance with the 
provisions of the Federal Crop Insurance 
Act, as amended. The counties shall be 
designated by the Manager of the 
Corporation from those approved by the 
Board of Directors of the Corporation. 


§ 437.2 Premium rates, production 
guarantees, levels of and prices 
for computing indemnities. 

(a} The Manager shall establish 
premium rates, production guarantees, 
coverage levels, and prices at which 
indemnities shall be computed for sweet 
corn which will be included in the 
actuarial table on file in service offices 
for the county and which may be 
changed from year to year. 


(b) At the time the application for 
insurance is made, the applicant will 
elect a coverage level and price at which 
indemnities will be computed from 
among those levels and prices contained 
in the actuarial table for the crop year. 


§ 437.3 OMB control numbers. 

The information collection 
requirements contained in these 
regulations (7 CFR 437) have been 
approved by the Office of Management 
and Budget (OMB} under the provisions 
of 44 U.S.C. Chapter 35 and have been 
assigned OMB Nos. 0563-0003 and 0563- 
0007. 


§ 437.4 Creditors. 

An interest of a person in an insured 
crop existing by virtue of a lien, 
mortgage, garnishment, levy, execution, 
bankruptcy, involuntary transfer or 
other similar interest shall not entitle the 
holder of the interest to any benefit 
under the contract. 


§ 437.5 Good faith reliance on 
misrepresentation. 

Notwithstanding any other provision 
of the sweet corn insurance contract, 
whenever: (a) An insured person under 
a contract of crop insurance entered into 
under these regulations, as a result of a 
misrepresentation or other erroneous 
action or advice by an agent or 
employee of the Corporation: (1) Is 
indebted to the Corporation for 
additional premiums; or (2) has suffered 
a loss to a crop which is not insured or 
for which the insured person is not 
entitled to an indemnity because of 
failure to comply with the terms of the 
insurance contract, but which the 
insured person believed to be insured, or 
believed the terms of the insurance 
contract to have been complied with or 
waived; and (b) the Board of Directors 
of the Corporation, or the Manager in 
cases involving not more than 
$100,000.000, finds that: (1) An agent or 
employee of the Corporation did in fact 
make such misrepresentation or take 
other erroneous action or give erroneous 
advice; (2) said insured person relied 
thereon in good faith; and (3} to require 
the payment of the additional premiums 
or to deny such insured’s entitlement to 
the indemnity would not be fair and 
equitable, such insured person shall be 
granted relief the same as if otherwise 
entitled thereto. 


§ 437.6 The contract. 

The insurance contract shall become 
effective upon the acceptance by the 
Corporation of a duly executed 
application for insurance on a form 
prescribed by the Corporation. The 
contract shall cover the sweet corn crop 
as provided in the policy. The contract 
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shall consist of the application, the 
policy, and the county actuarial table. 
Any changes made in the contract shall 
not affect its continuity from year to 
year. The forms referred to in the 
contract are available at the applicable 
service offices. 


§ 437.7 The application and policy. 


(a) Application for insurance on a 
form prescribed by the Corporation may 
be made by any person to cover such 
person's share in the sweet corn crop as 
landlord, owner-operator, or tenant. The 
application shall be submitted to the 
Corporation at the service office on or 
before the applicable closing date on file 
in the service office. 

(b) The Corporation may discontinue 
the acceptance of applications in any 
county upon its determination that the 
insurance risk is excessive, and also, for 
the same reason, may reject any 
individual application. The Manager of 
the Corporation is authorized in any 
crop year to extend the closing date for 
submitting applications in any county, 
by placing the extended date on file in 
the applicable service offices and 
publishing a notice in the Federal 
Register upon the Manager’s 
determination that no adverse 
selectivity will result during the period 
of such extension. However, if adverse 
conditions should develop during such 
period, the Corporation will immediately 
discontinue the acceptance of 
applications. . 

(c) In accordance with the provisions 
governing changes in the contract 
contained in policies issued under FCIC 
regulations for the 1985 and succeeding 
crop years, a contract in the form 
provided for in this subpart will come 
into effect as a continuation of a sweet 
corn contract issued under such prior 
regulations, without the filing of a new 
application. 

(d) The application for the 1985 and 
succeeding crop years is found at 
Subpart D of Part 400—General 
Administrative Regulations (7 CFR 
400.37, 400.38} and may be amended 
from time to time for subsequent crop 
years. The prov=3ions of the Sweet Corn 
Insurance Policy for the 1985 and 
succeeding crop years are as follows: 


DEPARTMENT OF AGRICULTURE 
Federal Crop Insurance Corporation 


Sweet Corn—Crop Insurance Policy 


(This is a continuous contract. Refer to 
Section 15.} 

AGREEMENT TO INSURE: We will 
provide the insurance described in this policy 
in return for the premium and your 
compliance with all applicable provisions. 
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Throughout this policy, “you” and “your” 
refer to the insured shown on the accepted 
Application and “we,” “us” and “our” refer to 
the Federal Crop Insurance Corporation. 


Terms and Conditions 


1. Causes of loss. 

a. The insurance provided is against - 
unavoidable loss of production resulting from 
the following causes occurring within the 
insurance period: 

(1) Adverse weather conditions; 

(2) Fire; 

(3) Insects; 

(4) Plant disease; 

(5) Wildlife; 

(6) Earthquake; 

(7) Volcanic eruption; or 

(8) Failure of the irrigation water supply 
due to an unavoidable cause occurring after 
the beginning of planting; 
unless those causes are excepted, excluded, 
or limited by the actuarial table or section 
9e(5). 

b. We will not insure against any loss of 
production due to: 

(1) Sweet corn not being timely harvested, 
unless it is determined that, due to unusual 
weather conditions, a substantial number of 
acres of sweet corn in the area were ready 
for harvest at the same time; 

(2) The neglect, mismanagement, or 
wrongdoing of you, any member of your 
household, your tenants or employees; 

(3) The failure to follow recognized good 
sweet corn farming practices; 

(4) The impoundment of water by any 
governmental, public or private dam or 
reservoir project; or 

(5) Any cause not specified in section 1a as 
an insured loss. 

2. Crop, Acreage, and Share Insured. 

a. The crop insured will be canning and 
freezing sweet corn; grown on insured 
acreage and for which a guarantee and 
premium rate are provided by the actuarial 
table. 

b. The acreage insured for each crop year 
will be sweet corn planted on insurable 
acreage as designated by the actuarial table 
and in which you have a share, as reported 
by you or as determined by us, whichever we 
elect. 

c. The insured share will be your share as 
landlord, owner-operator, or tenant in the 
insured sweet corn at the time of planting. 

d. We do not insure any acreage: 

(1) Of sweet corn not grown under a 
contract executed with a processor or 
excluded from the processor contract for, or 
during, the crop year (The contract must be 
executed and effective before you report your 
acreage.); 

(2) If the farming practices carried out are 
not in accordance with the farming practices 
for which the premium rates have been 
established; 

(3) Which is irrigated and an irrigated 
practice is not provided by the actuarial table 
unless you elect to insure the acreage as 
nonirrigated by reporting it as insurable 
under section 3; 

(4) Which is destroyed, it is practical to 
replant to sweet corn, and such acreage was 
not replanted; 

(5) Initially planted after the final planting 
date contained in the actuarial table; 


(6) Of volunteer sweet corn; 

(7) Planted to a type or variety of sweet 
corn not established as adapted to the area 
or excluded by the actuarial table; 

(8) Planted for the development or 
production of hybrid seed or for experimental 
purposes; or 

(9) Planted with a crop other than sweet 
corn. 

e. If insurance is provided for an irrigated 
practice: 

(1) You must report as irrigated only the 
acreage for which you have adequate 
facilities and water to carry out a good sweet 
corn irrigation practice at the time of 
planting; and 

(2) Any loss of production caused by 
failure to carry out a good sweet corn 
irrigation practice, except failure of the water 
supply from an unavoidable cause occurring 
after the beginning of planting, will be 
considered as due to an uninsured cause. The 
failure or breakdown of irrigation equipment 
or facilities will not be considered as a failure 
of the water supply from an unavoidable 
cause. 

f. We may limit the insured acreage to any 
acreage limitation established under any Act 
of Congress, if we advise you of the limit 
prior to planting. 

g. An instrument in the form ofa “lease” 
under which you retain control of the acreage 
on which the insured crop is grown and 
which provides for delivery of the crop under 
certain conditions and at a stipulated price(s) 
will, for the purpose of this contract, be 
treated as a contract under which you have 
the share in the crop. 

3. Report of acreage, share, and practice. 

You must report on our form: 

a. All the acreage of sweet corn in the 
county in which you have a share; 

b. The practice; and 

c. Your share at the time of planting; 

You must designate separately any acreage 
that is not insurable. You must report if you 
do not have a share in any sweet corn 
planted in the county. This report must be 
submitted annually on or before the reporting 
date established by the actuarial table. All 
indemnities may be determined on the basis 
of information you have submitted on this 
report. If you do not submit this report by the 
reporting date, we may elect to determine by 
unit the insured acreage, share, and practice 
or we may deny liability on any unit. Any 
report submitted by you may be revised only 
upon our approval. 

4. Production guarantees, coverage levels, 
and prices for computing indemnities. 

a. The production guarantees, coverage 
levels, and prices for computing indemnities 
are in the actuarial table. 

b. Coverage level 2 will apply if you have 
not elected a coverage level. 

c. You may change the coverage level and 
price election on or before the closing date 
for submitting applications for the crop year 
as established by the actuarial table. 

5. Annual premium. 

a. The annual premium is earned and 
payable at the time of planting. The amount 
is computed by multiplying the production 
guarantee times the price election, times the 
premium rate, times the insured acreage, 
times your share at the time of planting. 
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b. Interest will accrue at the rate of one 
and one-half percent (112%) simple interest 
per calendar month, or any part thereof, on 
any unpaid premium balance starting on the 
first day of the month following the first 
premium billing date. 

c. If you are eligible for a premium 
reduction in excess of 5 percent based on 
your insuring experience through the 1983 
crop year under the terms of the Experience 
Table contained in the sweet corn policy for . 
the 1984 crop year, you will continue to 
receive the benefit of that reduction subject 
to the following conditions: 

(1) No premium reduction will be retained 
after the 1989 crop year; 

(2) The premium reduction will not increase 
because of favorable experience; 

(3) The premium reduction will decrease 
because of unfavorable experience in 
accordance with the terms of the 1984 policy; 

(4) Once the loss ratio exceed .80 no further 
premium reduction will be applicable; and 

(5) Participation must be continuous. 

6. Deductions for debt. 

Any unpaid amount due us may be 
deducted from any indemnity payable to you 
or from any loan or payment due you under 
any Act of Congress or program administered 
by the United States Department of 
Agriculture or its Agencies. 

7. Insurance period. 

Insurance attaches when the sweet corn is 
planted and ends at the earliest of: 

a. Total destruction of the sweet corn; 

b. Harvest; 

c. Final adjustment of a loss; 

d. The date by which sweet corn acreage 
should have been harvested; or 

e. The following dates of the calendar year 
in which the sweet corn is normally 
harvested: 

(1) Benton, Clacksmas, Columbia, 
Lane, Linn, Marion, Multnomah, 
Polk, Washington, and Yamhill 
Counties, Oregon; and Clark and 
Cowlitz Counties Washington...October 20; 


(2) All other Washington 

Counties. October 10; 
(3) All other Oregon counties and ali 

other states. September 20. 


8. Notice of uamage or loss. 

a. In case of damage or probable loss: 

(1) You must give us written notice if: 

(a) During the period before harvest, the 
sweet corn on any unit is damaged and you 
decide not to further care for or harvest any 
part of it; 

(b) You want our consent to put the | 
acreage to another use; or 

(c) After consent to put acreage to another 
use is given, additional damage occurs. 

Insured acreage may not be put to another 
use until we have appraised the sweet corn 
and given written consent. We will not 
consent to another use until it is too late to 
replant. You must notify us when such 
acreage is put to another use. 

(2) If you anticipate a loss cn any unit, you 
must give us notice: 

(a) At least 15 days before the beginning of 
harvest; or 

(b) Immediately, if probable loss is later 
determined. A representative sample of the 





unharvested sweet corn (at least 10 feet wide 
and the entire length of the field) must remain 
unharvested for a period of 15 days from the 
date of notice unless we give you written 
consent to harvest the sample. 

(3) If you are going to claim an indemnity 
on any unit which is net te be harvested or 
on which harvest has been discontinued, 
notice must be given not later than 48 hours: 

(a) Before the time harvest would normally 
start; or 

(b) After discontinuance of harvest. 

If such notice is not given or if unharvested 
acreage is not left intact, the appraisal on 
such acreage will be the production 

- guarantee. 

(4) Unless notice has been given under 
subsection (3) above, and in addition to the 
other notices required by this section, if you 
are going to claim an indemnity on any unit, 
we must be given notice not later than 30 
days after the earliest of: 

(a) Total destruction of the sweet corn on 
the unit; ; 

(b) Harvest of the unit; or 

(c} The calendar date for the end of the 
insurance period. 

b. You must obtain written consent from us 
before you destroy any of the sweet corn 
which is not to be harvested. 

c. We may reject any claim for indemnity if 
any of the requirements of this section or 
section 9 are not complied with. 

9. Claim for indemnity. 

a. Any claim for indemnity on a unit must 
be submitted to us on our form not later than 
60 days after the earliest of: 

(1) Total destruction of the sweet corn on 
the unit; 

(2) Harvest of the unit; or 

(3) The calendar date for the need of the 
insurance period. 

b. We will not pay any indemnity unless 
you: 

(1) Establish the total production of sweet 
corn on the unit and that any loss of 
production has been directly caused by one 
or more of the insured causes during the 
insurance period; and 

(2) Furnish all information we require 
concerning the loss. 

c. The indemnity will be determined on 
each unit by: 

(1) Multiplying the insured acreage by the 
production guarantee; 

(2) Subtracting therefrom the total 
production of sweet corn to be counted (see 
section 9e); 

(3) Multiplying the remainder by the price 
election; and 

(4) Multiplying this result by your share. 

d. If the information reported by you under 
section 3 of the policy: 

(1) In the 1985 crop year results in a lower 
premium than the actual premium determined 
to be due, the indemnity will be reduced 
proportionately. 

(2) In the 1986 and succeeding crop years 
results in a lower premium than the premium 
determined to be due, the production 
guarantee on the unit will be computed on the 
information reported and Not on the actual 
information determined. All produiction from 
insurable acreage, whether or nor reported as 
insurable will count against the production 
guarantee. 


e. The total production (Tons) to be 
counted for a unit will include all harvested 
and appraised production. 

(1) Appraised production to be counted will 
include: 

(a) Unharvested production on harvested 
acreage and potential production lost due to 
uninsured causes and failure to follow 
recognized good sweet corn farming 
practices: 

(b) Not less than the guarantee for any 
acreage which is abandoned or put to another 
use without our prior written consent or 
damaged solely by an uninsured cause: 

(c) Any appraised production on 
unharvested acreage. 

(2) If any acreage of sweet corn is not 
timely harvested the production to count will 
be the greater of the: 

(a) Appraised production; or 

(b) Dollar amount received from the 
processor divided by the processor's base 
contract price per ton. 

(3) Any appraisal we have made on insured 
acreage for which we have given written 
consent to be put to another use will be 
considered production unless such acreage is: 

(a) Not put to another use before harvest of 
sweet corn becomes general in the county; 

(b) Harvested; or 

(c) Further damaged by an insured cause 
before the acreage is put to another use. 

(4) The amount of production of any 
unharvested sweet corn may be determined 
on the basis of field appraisals conducted 
after the end of the insurance period. 

(5) If you have elected to exclude hail and 
fire as insured causes of loss and the sweet 
corn is damaged by hail or fire, appraisals 
will be made in accordance with Form FCI— 
78. “Request to Exclude Hail and Fire”. 

(6) The commingled production of units will 
be allocated to such units in proportion to our 
liability on the harvested acreage of each 
unit. 

f. You must not abandon any acreage to us. 

g. You may not bring suit or action against 
us unless you have complied with all policy 
provisions. If a claim is denied, you may sue 
us in the United States District Court under 
the provisions of 7 U.S.C. 1508({c). You must 
bring suit within 12 months of the date notice 
of denial is mailed to and received by you. 

h. We will pay the loss within 30 days after 
we reach agreement with you or entry of a 
final judgment. In no instance will we be 
liable for interest or damages in connection 
with any claim for indemnity, whether we 
approve or disapprove such claim. 

i. If you die, disappear, or are judicially 
declared incompetent, or if you are an entity 
other than an individual and such entity is 
dissolved after the sweet corn is planted for 
any crop year, any indemnity will be paid to 
the person(s) we determine to be beneficially 
entitled thereto. 

j. If you have other fire insurance, fire 
damage occurs during the insurance period, 
and you have not elected to exclude fire 
insurance from this policy, we will be liable 
for loss due to fire only for the smaller of the 
amount: 

(1) Of indemnity determined pursuant to 
this contract without regard to any other 
insurance; or 

(2) By which the loss from fire exceeds the 
indemnity paid or payable under such other 
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insurance. For the purposes of this section, 
the amount of loss from fire will be the 
difference between the fair market value of 
the production on the unit before the fire and 
after the fire. 

10. Concealment or fraud. 

We may void the contract on all crops 
insured without affecting your liability for 
premiums or waiving any right, including the 
right to collect any amount due us if, at any 
time, you have concealed or misrepresented 
any material fact or committed any fraud 
relating to the contract, and such voidance 
will be effective as of the beginning of the 
crop year with respect to which act or 
omission occurred. 

11. Transfer of right to indemnity on 
insured share. 

If you transfer any part of your share 
during the crop year, you may transfer your 
right to an indemnity. The transfer must be on 
our form and approved by us. We may collect 
the premium from either you or your 
transferee or both. The transferee will have 
all rights and responsibilities under the 
contract. 

12. Assignment of indemnity. 

You may assign to another party your right 
to an indemnity for the crop year, only on our 
form and with our approval. The assignee 
will have the right to submit the loss notices 
and forms required by the contract. 

13. Subrogation. (Recovery of loss from a 
third party.) 

Because you may be able to recover all or 
part of your loss from someone other than us, 
you must do all you can to preserve any such 
rights. If we pay you for your loss then your 
right of recovery will at our option belong to 
us. If we recover more than we paid you plus 
our expenses, the excess will be paid to you. 

14. Records and Access to Farm. 

You must keep, for two years after the time 
of loss, records of the harvesting, storage, 
shipment, sale or other disposition of all 
sweet corn produced on each unit including 
separate records showing the same 
information for production from any 
uninsured acreage. Any person designated by 
us will have access to such records and the 
farm for purposes related to the contract. 

15. Life of Contract: Cancellation and 
Termination. 

a. This contract will be in effect for the 
crop year specified on the application and 
may not be canceled by you for such crop 
year. Thereafter, the contract will continue in 
force for each succeeding crop year unless 
canceled or terminated as provided in this 
section. 

b. This contract may be canceled by either 
you or us for any crop year by giving written 
notice on or before the cancellation date 
preceding such crop year. ; 

c. This contract will be canceled if you do 
not furnish satisfactory records of the 
previous year’s production to us on or before 
the cancellation date. If the insured, prior to 
the cancellation date, shows, to our 
satisfaction that records are unavailable due 
to conditions beyond the insured's control, 
such as fire, flood or other natural disaster, 
the Field Actuarial Office may assign a yield 
for that year. The assigned yield will not 
exceed the ten-year average. 
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d. This contract will terminate as to any 
crop year if any amount due us on this or any 
other contract with you is not paid on or 
before the termination date preceding such 
crop year for the contract on which the 
amount is due. The date of payment of the 
amount due: 

(1) If deducted from an indemnity claim 
will be the date you sign the claim; or 

(2) If deducted from payment under another 
program administered by the United States 
Department of Agriculture will be the date 
both such payment and set-off are approved. 

e. The cancellation and termination dates 
are April 15. 

f. If you die or are judicially declared 
incompetent, or if you are an entity other 
than an individual and such entity is 
dissolved, the contract will terminate as of 
the date of death, judicial declaration, or 
dissolution. If such event occurs after 
insurance attaches for any crop year, the 
contract will continue in force through the 
crop year and terminate at the end thereof. 
Death of a partner in a partnership will 
dissolve the partnership unless the 
partnership agreement provides otherwise. If 
two or more persons having a joint interest 
are insured jointly, death of one of the 
persons will dissolve the joint entity. 

g. The contract will terminate if no 
premium is earned for five consecutive years. 

16. Contract changes. 

We may change any of the terms and 
provisions of the contract from year to year. 
If your price election at which indemnities 
are computed is no longer offered, the 
actuarial table will provide the price election 
which you are deemed to have elected. All 
contract changes will be available at your 
service office by December 31 preceding the 
cancellation date. Acceptance of any changes 
will be conclusively presumed in the absence 
of any notice from you to cancel the contract. 

17. Meaning of terms. 

For the purposes of sweet corn crop 
insurance: 

a. “Actuarial table” means the forms and 
related material for the crop year approved 
by us which are available for public 
inspection in your service office, and which 
show the production guarantees, coverage 
levels, premium rates, prices for computing 
indemnities, practices, insurable and 
uninsurable acreage, and related information 
regarding sweet corn insurance in the county. 

b. “County” means the county shown on 
the application and any additional land 
located in a local producing area bordering 
on the county, as shown by the actuarial 
table. 

c. “Crop year” means the period within 
which the sweet corn is normally grown and 
is designated by the calendar year in which 
the sweet corn is normally harvested. 

d. “Harvest” means the removal of the ears 
and husks from the stalks for the purpose of 
delivery to the processor. 

e. “Insurable acreage” means the land 
classified as insurable by us and shown as 
such by the actuarial table. 

f. “Insured” means the person who 
submitted the application accepted by us. 

g. “Loss ratio” means the ratio of 
indemnity(ies) to premium{(s). 

h. “Person” means an individual, 
partnership, association, corporation, estate, 


trust, or other business enterprise or legal 
entity, and wherever applicable, a State, a 
political subdivision of a State, or any agency 
thereof. 

i. “Service office” means the office 
servicing your contract as shown on the 
application for insurance or such other 
approved office as may be selected by you or 
designated by us. 

j. “Tenant” means a person who rents land 
from another person for a share of the sweet 
corn or a share of the proceeds therefrom. 

k. “Unit” means all insurable acreage of 
sweet corn in the county on the date of 
planting for the crop year: 

(1) in which you have 100 percent share; or 

(2) which is owned by one entity and 
operated by another entity on a share basis. 

Land rented for cash, a fixed commodity 
payment, or any consideration other than a 
share in the sweet corn on such land will be 
considered as owned by the lessee. Land 
which would otherwise be one unit may be 
divided according to applicable guidelines on 
file in your service office or by written 
agreement with us. We will determine units 
as herein defined when the acreage is 
reported. Errors in reporting such units may 
be corrected by us to conform to applicable 
guidelines when adjusting a loss and we may 
consider any acreage and share of reported 
by or for your spouse or child or any member 
of your household to be your bona fide share 
of any other person having an interest 
therein. 

18. Descriptive headings. 

The descriptive headings of the various 
policy terms and conditions are formulated 
for convenience only and are not intended to 
affect the construction or meaning of any of 
the provisions of the contract. 

19. Determinations. 

All determinations required by the policy 
will be made by us. If you disagree with our 
determinations, you may obtain 
reconsideration of or appeal those 
determinations in accordance with Appeal 
Regulations. 

20. Notices. : 

All notices required to be given by you 
must be in writing and received by your 
service office within the designated time 
unless otherwise provided by the notice 
requirement. Notices required to be given 
immediately may be by telephone or in 
person and confirmed in writing. Time of the 
notice will be determined by the time or our 
receipt of the written notice. 


Approved by the Board of Directors on 
August 16, 1984. 
Peter F. Cole, 


Secretary, Federal Crop Insurance 
Corporation. 
Dated: November 15, 1984. 
Approved by: 
Edward Hews, 
Acting Manager. 


[FR Doc. 84-30685 Filed 11-21-84; &45 am] 
BILLING CODE 3410-08-™ 
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DEPARTMENT OF TRANSPORTATION 
Federal Aviation Administration 

14 CFR Part 71 

[Airspace Docket-No. 84-AAL-14] 


Proposed Designation of Huslia, AK, 
Transition Area 


AGENCY: Federal Aviation 
Administration (FAA), DOT. 


ACTION: Notice of proposed rulemaking. 


SUMMARY: This notice proposes to lower 
the base of controlled airspace in the 
vicinity of Huslia, AK, Airport to 700 
feet above the surface so that aircraft 
conducting flight under instrument flight 
rules (IFR) would have exclusive use of 
that airspace when the visibility is less © 
than 3 miles and thereby enhancing the 
safety of such operations. This proposed 
action will change the airport status 
from VFR to IFR. 


DATE: Comments must be received on or 
before January 7, 1985. 

ADDRESSES: Send comments on the 
proposal in triplicate to: Director, FAA 
Alaskan Region, Attention: Manager, 
Air Traffic Division, Docket No. 84— 
AAL-14, Federal Aviation 
Administration, 701 C Street, Box 14, 
Anchorage, AK 99513. 

The officiel docket may be examined 
in the FAA Rules Docket, Office of the 
Regional Counsel, Third Floor, Module 
F, Federal Building U.S. Courthouse, 701 
C Street, Anchorage, Alaska. 

An informal docket may also be 
examined during normal business hours 
at the office of the Regional Air Traffic 
Division, Third Floor, Module B, Federal 
Building U.S. Courthouse, 701 C Street, 
Anchorage AK. 


FOR FURTHER INFORMATION CONTACT: 
Robert C. Durand, Procedures and 
Airspace Specialist, (AAL-536), Air 
Traffic Division, Federal Aviation 
Administration, 701 C Street, Box 14, 
Anchorage, AK 99513, telephone (907} 
271-5902. 

SUPPLEMENTARY INFORMATION: 


Comments Invited 


Interested parties are invited to 
participate in this proposed rulemaking 
by submitting such written data, views, 
or arguments as they may desire. 
Comments that provide the factual basis 
supporting the views and suggestions 
presented are particularly helpful in 
developing reasoned regulatory 
decisions on the proposal. Comments 
are specifically invited on the overall 
regulatory, economic, environmental, 
and energy aspects of the proposal. 
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Communications should identify the 
airspace docket and be submitted in 
triplicate to the address listed above. 
Commenters wishing the FAA to 
acknowledge receipt of their comments 
on this notice must submit with those 
comments a self-addressed, stamped 
postcard on which the following 
statement is made: “Comments to 
Airspace Docket No. 84—-AAL-14.” The 
postcard will be date/time stamped and 
returned to the commenter. All 
communications received before the 
specified closing date for comments will 
be considered before taking action on 
the proposed rule. The proposal 
contained in this notice may be changed 
in the light of comments received. All 
comments submitted will be available 
for examination in the Regional Air 
Traffic Division, Third Floor, Module B, 
Federal Building U.S. Courthouse, 701 C 
Street, Anchorage, AK, both before and 
after the closing date for comments. A 
report summarizing each substantive 
public contact with FAA personnel 
concerned with this rulemaking will be 
filed in the docket. 


Availability of NPRMs 


Any person may obtain a copy of this 
Notice of Proposed Rulemaking (NPRM) 
by submitting a request to the Federal 
Aviation Administration, Manager, 
Operations, Procedures, and Airspace 
Branch, Air Traffic Division, Alaskan 
Region, 701 C Street, Box 14, Anchorage, 
AK 99513, or by calling (907) 271-5902. 
Communications must identify the 
notice number of this NPRM. Persons 
interested in being placed on a mailing 
list for future NPRMs should also 
request a copy of Advisory Circular No. 
11-2 which describes the application 
procedure. 


The Proposal 


The FAA is considering an 
amendment to § 71.181 of Part 71 of the 
Federal Aviation Regulations (14 CFR 
Part 71) to establish the base of 
controlled airspace at 700 feet above the 
surface in a rectangular area 37 statute 
miles by 14 statute miles over the 
Huslia, AK, Airport. While this airspace 
designation would exclude aircraft from 
conducting flight under visual flight 
rules (VFR) when the visibility is less 
than 3 miles, it would enhance the 
safety of aircraft conducting flight under 
IFR. Section 71.181 of Part 71 of the 
Federal Aviation Regulations was 
republished in Handbook 7400.6 dated 
January 3, 1984. 

The FAA has determined that this 
proposed regulation only involves an 
established body of technical 
regulations for which frequent and 
routine amendments are necessary to 


keep them operationally current. It, 
therefore, (1) is not a “major rule” under 
Executive Order 12291; (2) is not a 
“significant rule” under DOT Regulatory 
Policies and Procedures (44 FR 11034; 
February 26, 1979); and (3) does not 
warrant preparation of a regulatory 
evaluation as the anticipated impact is 
so minimal. Since this is a routine matter 
that will only affect air traffic 
procedures and air navigation, it is 
certified that this rule, when 
promulgated, will not have a significant 
economic impact on a substantial 
number of small entities under the 
criteria of the Regulatory Flexibility Act. 


List of Subjects in 14 CFR Part 71 
Aviation safety, Transition areas. 


The Proposed Amendment 


Accordingly, pursuant to the authority 
delegated to me, the Federal Aviation 
Administration proposes to amend 
§ 71.181 of Part 71 of the Federal 
Aviation Regulations (14 CFR Part 71) as 
follows: 


Huslia, AK [New] 

That airspace extending upward from 700- 
feet above the surface within 9.5 miles 
northwest and 4.5 miles southeast of the 028° 
radial from the Huslia VOR (lat. 65°42'24.41” 
N., long. 156°22'04.67" W.) extending from the 
VOR to 18.5 miles northeast of the VOR; and 
within 4.5 miles southeast and 9.5 miles 
northwest of the 208° radial from the Huslia 
VOR extending from the VOR to 18.5 miles 
southwest of the VOR. 

(Secs. 307(a) and 313(a), Federal Aviation Act 
of 1958 (49 U.S.C. 1348(a) and 1354(a)); (49 
U.S.C. 106(g) (Revised, Pub. L. 97-449, January 
12, 1983)); and 14 CFR 11.65) 

Issued in Anchorage, Alaska, on November 
13, 1984. 

Franklin L. Cunningham, 
Director, Alaskan Region. 

[FR Doc. 84-30617 Filed 11-21-84; 8:45 am] 
BILLING CODE 4910-13-M 


14 CFR Part 71 
[Airspace Docket No. 84-AAL-10] 


Proposed Designation of Selawik, AK, 
Transition Area 


AGENCY: Federal Aviation 
Administration (FAA), DOT. 


ACTION: Notice of proposed rulemaking. 


SUMMARY: This notice proposes to lower 
the base of controlled airspace in the 
vicinity of Selawik, AK, Airport to 700 
feet above the surface so that aircraft 
conducting flight under instrument flight 
rules (IFR) would have exclusive use of 
that airspace when the visibility is less 
than 3 miles and thereby enhancing the 
safety of such operations. This proposed 
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action will change the airport status 
from VFR to IFR. 


DATES: Comments must be received on 
or before January 7, 1985. 


ADDRESSES: Send comments on the 
proposal in triplicate to: Director, FAA 
Alaskan Region, Attention: Manager, 
Air Traffic Division, Docket No. 84- 
AAL-10, Federal Aviation 
Administration, 701 C Street, Box 14, 
Anchorage, AK 99513. 

The official docket may be examined 
in the FAA Rules Docket, Office of the 
Regional Counsel, Third Floor, Module 
F, Federal Building U.S. Courthouse, 701 
C Street, Anchorage, Alaska. 

An informal docket may also be 
examined during normal business hours 
at the office of the Regional Air Traffic 
Division, Third Floor, Module B, Federal 
Building U.S. Courthouse, 701 C Street, 
Anchorage, AK. 

FOR FURTHER INFORMATION CONTACT: 
Robert C.Durand, Procedures and 
Airspace Specialist, (AAL-536), Air 
Traffic Division, Federal Aviation 
Administration, 701 C Street, Box 14, 
Anchorage, AK 99513, telephone (907) 
271-5902. 


SUPPLEMENTARY INFORMATION: 
Comments Invited 


Interested parties are invited to 
participate in this rulemaking by 
submitting such written data, views, or 
arguments as they may desire. 
Comments that provide the factual basis 
supporting the views and suggestions 
presented are particularly helpful in 
developing reasoned regulatory 
decisions on the proposal. Comments 
are specifically invited on the overall 
regulatory economic, environmental, 
and energy aspects of the proposal. 
Communications should identify the 
airspace docket and be submitted in 
triplicate to the address listed above. 
Commenters wishing the FAA to 
acknowledge receipt of their comments 
on this notice must submit with these 
comments a self-addressed, stamped 
postcard on which the following 
statement is made: “Comments to 
Airspace Docket No. 84-AAL-10.” The 
postcard will be date/time stamped and 
returned to the commenter. All 
communications received before the 
specified closing date for comments will 
be considered before taking action on 
the proposed rule. The proposal 
contained in this notice may be changed 
in the light of comments received. All 
comments submitted will be available 
for examination in the Regional Air 
Traffic Division, Third Floor, Module B, 
Federal Building U.S. Courthouse, 701 C 
Street, Anchorage, AK, both before and 
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after the closing date for comments. A 
report summarizing each substantive 
public contact with FAA personnel 
concerned with this rulemaking will be 
filed in the docket. 


Availability of NPRMs 


Any person may obtain a copy of this 
Notice of Proposed Rulemaking (NPRM) 
by submitting a request to the federal 
Aviation Administration, Manager, 
Operations, Procedures, and Airspace 
Branch, Air Traffic Division, Alaskan 
Region, 701 C Street, Box 14, Anchorage, 
AK 99513, or by calling (907) 271-5902. 
Communications must identify the 
notice number of this NPRM. Persons 
interested in being placed on a mailing 
list for future NPRMs should also 
request a copy of Advisory Circular No. 
11-2 which describes the application 
procedure. 


The Proposal 


The FAA is considering an 
amendment to § 71.181 of Part 71 of the 
Federal Aviation Regulations (14 CFR 
Part 71) to establish the base of 
controlled airspace at 700 feet above the 
surface 37 statute miles long by 14 
statute miles wide over the Selawik, AK, 
Airport. While this airspace designation 
would exclude aircraft from conducting 
flight under visual flight rules (VFR) 
when the visibility is less than 3 miles, it 
would enhance the safety of aircraft 
conducting flight under IFR. Section 
71.181 of Part 71 of the Federal Aviation 
Regulations was republished in 
Handbook 7400.6 dated January 3, 1984. 

The FAA has determined that this 
proposed regulation only involves an 
established body of technical 
regulations for which frequent and 
routine amendments are necessary to 
keep them operationally current. It, 
therefore, (1) is not a “major rule” under 
Executive Order 12291; (2) is not a 
“significant rule" under DOT Regulatory 
Policies and Procedures (44 FR 11034; 
February 26, 1979); and (3) does not 
warrant preparation of a regulatory 
evaluation as the anticipated impact is 
so minimal. Since this is a routine matter 
that will only affect air traffic 
procedures and air navigation, it is 
certified that this rule, when 
promulgated, will not have a significant 
economic impact on a substantial 
number of small entities under the 
criteria of the Regulatory Flexibility Act. 


List of Subjects in 14 CFR Part 71 
Aviation Safety, Transition areas. 
The Proposed Amendment 


Accordingly, pursuant to the authority 
delegated to me, the Federal Aviation 
Administration proposes to amend 


§ 71.181 of Part 71 of the Federal 
Aviation Regulations (14 CFR 71) as 
follows: 

Selawik, AK [New] 

That airspace extending upward from 700- 
feet above the surface within 9.5 miles north 
and 4.5 miles south of the 679° radial from the 
Selawik VOR (lat. 66°36'02.11” N, long. 
159°59'10.81" W) extending from the VOR to 
18.5 miles east of the VOR; and within 9.5 
miles south and 4.5 miles north of the 266° 
radial from the Selawik VOR to 18.5 miles 
west of the VOR. 

(Secs. 307({a) and 313{a), Federal Aviation Act 
of 1958 (49 U.S.C. 1348(a) and 1354(a)); (49 
U.S.C. 106(g) (Revised, Pub. L. 97-449, January 
12, 1983)); and 14 CFR 11.65) 

Issued in anchorage, Alaska, on November 
13, 1984. 

Franklin L. Cunningham, 
Director, Alaskan Region. 

(FR Doc. 84-30618 Filed 11-21-84; 8:45 am] 
BILLING CODE 4910-13-M 


14 CFR Part 71 
[Airspace Docket No. 84-ACE-11] 


Proposed Alteration of Transition 
Area, Lawrence, Kansas 


AGENCY: Federal Aviation 
Administration (FAA), DOT. 


ACTION: Notice of Proposed Rulemaking 
(NPRM). 


SUMMARY: This Notice proposes to alter 


the 700-foot transition area at Lawrence, 
Kansas, to provide additional controlled 
airspace for aircraft executing a new 
instrument approach procedure to the 
Lawrence, Kansas Muncipal Airport 
utilizing the Topeka, Kansas VORTAC 
as a navigational aid. 

DATES: Comments must be received on 
or before December 26, 1984. 


ADDRESSES: Send comments on the 
proposal to: Federal Aviation 
Administration, Manager, Operations, 
Procedures and Airspace Branch, Air 
Traffic Division, ACE-540, 601 East 12th 
Street, Kansas City, Missouri 64106, 
Telephone (816) 374-3408. 

The official docket may be examined 
at the Office of the Regional Counsel, 
Central Region, Federal Aviation 
Administration, Room 1558, 601 East 
12th Street, Kansas City, Missouri. 

An informal docket may be examined 
at the Office of the Manager, 
Operations, Procedures and Airspace 
Branch, Air Traffic Division. 

FOR FURTHER INFORMATION CONTACT: 
Dale L. Carnine, Airspace Specialist, 
Operations, Procedures, and Airspace 
Branch, Air Traffic Division, ACE-540, 
FAA, Central Region, 601 East 12th 
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Street, Kansas City, Missouri 64106, 
Telephone (816) 374-3408. 


SUPPLEMENTARY INFORMATION: . 


Comments Invited 


Interested persons may participate in 
the proposed rulemaking by submitting 
such written data, views or arguments 
as they may desire. Communications 
should identify the airspace docket 
number, and be submitted in duplicate 
to the Operations, Procedures and 
Airspace Branch, Air Traffic Division, 
Federal Aviation Administration, 601 
East 12th Street, Kansas City, Missouri 
64106. All communications received on 
or before the closing date for comments 
will be considered before action is taken 
on the proposed amendment. The 
proposal contained in this Notice may 
be changed in light of the comments 
received. All comments received wil! be 
available both before and after the 
closing date for comments in the Rules 
Docket for examination by interested 
persons. 


Availability of NPRM 


Any person may obtain a copy of this 
NPRM by submitting a request to the 
Federal Aviation Administration, 
Operations, Procedures and Airspace 
Branch, 601 East 12th Street, Kansas 
City, Missouri 64106 or by calling (816} 
374-3408. 

Communications must identify the 
notice number of this NPRM. Persons 
interested in being placed on a mailing 
list for further NPRMs should also. 
request a copy of Advisory Circular No. 
11-2A which describes the application 
procedure. 


Discussion 


The FAA is considering an 
amendment to Subpart G, § 71.181.of the 
Federal Aviation Regulations (14 CFR 
71.181) by altering the 700-foot transition 
area at Lawrence, Kansas. To enhance 
airport usage an additional instrument 
approach procedure to the Lawrence, 
Kansas Municipal Airport is being 
established utilizing the Topeka 
VORTAC as a navigational aid. The 
establishment of this new instrument 
approach procedure based on this 
navigational aid entails alteration of the 
transition area at Lawrence, Kansas, at 
and above 700 feet above ground level 
within which aircraft are provided air 
traffic control service. The intended 
effect of this action is to ensure 
segregation of aircraft using the 
approach procedure under Instrument 
Flight Rules (IFR) and other aircraft 
operating under Visual Flight Rules 
(VFR). 
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The FAA has determined that this 
proposed regulation only involves an 
established body of technical 
regulations for which frequent and 
routine amendments are necessary to 
keep them operationally current. It, 
therefore—{1) is not a “major rule” 
under Executive Order 12291; (2) is not a 
“significant rule” under DOT Regulatory 
Policies and Procedures (44 FR 11034; 
February 26, 1979); and (3) does not 
warrant preparation of a regulatory 
evaluation as the anticipated impact is 
so minimal. Since this is a routine matter 
that will only affect air traffic 
procedures and air navigation, it is 
certified that this rule, when 
promulgated, will not have a significant 
economic impact on a substantial 
number of small entities under the 
criteria of the Regulatory Flexibility Act. 


List of Subjects in 14 CFR Part 71 
Aviation Safety, Transition Area. 
The Proposed Amendment 


Accordingly, pursuant to the authority 
delegated to me, the Federal Aviation 
Administration proposes to amend 
§ 71.181 of Part 71 of the Federal 
Aviation Regulations (14 CFR Part 71), 
by altering the following transition area: 


Lawrence, Kansas 


That airspace extending upward from 700 
feet above the surface within a 5-mile radius 
of the Lawrence Municipal Airport (latitude 
39°00'41"N; longitude 95°12'56” W); within 2 
miles each side of the Topeka, Kansas 
VORTAC 116° radial, extending from the 5- 
mile radius area to 13 miles SE of the 
~ VORTAC; and within 3 miles each side of the 
318° bearing from Lawrence Municipal 
Airport, extending from the 5-mile radius to 8 
miles NW of the airport, counter-clockwise 
within the 5-mile radius area to within 2 
miles each side of the 145° bearing from 
Lawrence Municipal Airport, exending from 
the 5-mile radius to 9 miles SE of the airport. 
(Secs. 307(a) and 313({a), Federal Aviation Act 
of 1958 (49 U.S.C. 1348(a) and 1354(a)); 49 
U.S.C. 106{g) (Revised, Pub. L. 97-449, January 
12, 1983); and Sec. 11.65 of the Federal 
Aviation Regulations (14 CFR 11.65)). 

Issued in Kansas City, Missouri, on 
November 8, 1984. 


John E. Shaw, 

Acting Director, Central Region. 
[FR Doc. 84~-30616 Filed 11-21-84; 8:45 am] 
BILLING CODE 4910-13-M 


FEDERAL TRADE COMMISSION 
16 CFR Part 451 


Advertising for Over-the-Counter 
Antacids 


AGENCY: Federal Trade Commission. 


ACTION: Termination of proposed 
rulemaking proceeding. 


SUMMARY: The Federal Trade 
Commission (Commission) has 
terminated its rulemaking concerning 
advertising for over-the-counter 
antacids (TRR No. 215-56). 43 FR 38851 
(Aug. 31, 1978). 

The record does not adequately 
support the rulemaking staff's 
contention that antacid advertisements 
are deceptive, since they do not appear 
to represent that antacids are safe for 
everyone. Nor does the record establish 
that antacid advertising is unfair, since 
the evidence of likely substantial injury 
to consumers is problematic. Without a 
clear demonstration that antacid 
advertising is deceptive or unfair, the 
predicate for a rule regulating such 
advertising fails. 
FOR FURTHER INFORMATION CONTACT: 
Wallace S. Snyder, Associate Director 
for Advertising Practices, Bureau of 
Consumer Protection, Federal Trade 
Commission, Washington, D.C. 20580 
(Telephone (202) 376-8617). 


SUPPLEMENTARY INFORMATION: On July 
27, 1984, the Commission unanimously 
voted to terminate its rulemaking 
proceeding concerning advertising for 
over-the-counter antacids. The purpose 
of the rulemaking was to determine 
whether health risk warnings similar to 
those the Food and Drug Administration 
requires on antacid package labels, 
should also be required in 
advertisements. 

In evaluating whether a proposed 
industry-wide trade regulation rule was 
warranted, the Commission examined 
the record closely to determine whether 
it demonstrated: (1) That unfair or 
deceptive practices were prevalent; (2) 
that the proposed remedy would likely 
solve the perceived problems; and (3) 
that the benefits of the proposed rule 
would outweigh its costs. After 
reviewing the record, the Commission 
concluded that the rulemaking should be 
terminated. 

The record does not adequately 
support the rulemaking staff's 
contention that antacid advertisements 
are deceptive, since they do not appear 
to represent that antacids are safe for 
everyone. Nor does the record establish 
that antacid advertising is unfair, since 
the evidence of likely substantial injury 


_ to consumers is problematic. Without a 


clear demonstration that antacid 
advertising is deceptive or unfair, the 
predicate for a rule regulating-such 
advertising fails. 

The Commission is committed to 
protecting consumers from misleading 
claims that may injure their health. At 
the same time, however, the 
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Commission must ensure that its 
actions—particularly industry-wide 
rules—are based on sound evidence 
demonstrating that consume’s will 
benefit. Because the rulemaking record 
does not meet this test, the Commission 
has terminated this rulemaking 
proceeding. 


By direction of the Commission. 
Emily H. Rock, 
Secretary. 
[FR Doc. 84~30696 Filed 11-21-84; 8:45 am] 
BILLING CODE 6750-01-M 


SECURITIES AND EXCHANGE 
COMMISSION 


17 CFR Part 240 
[Release No. 34-21498; File No. $7-37-84] 


Unlisted Trading Privileges in Over- 
the-Counter Securities 


AGENCY: Securities and Exchange 
Commission. 


ACTION: Solicitation of public comments. 


suMMARY: In light of the recent 
developments in the national market 
system and the request by two national 
securities exchanges to trade certain 
over-the-counter securities, the 
Commission is soliciting comment on the 
appropriateness of granting exchanges 
unlisted trading privileges in over-the- 
counter securities. 

DATE: Comments to be received: by 
January 15, 1984. 

ADDRESSES: All comments should be 
submitted in triplicate and addressed to 
Shirley E. Hollis, Acting Secretary, 
Securities and Exchange Commission, 
450 Fifth Street NW., Washington, D.C. 
20549. All comments should refer to File 
No. $7-37-84, and will be available for 
public inspection at the Commission's 
Public Reference Room, 450 Fifth Street 
NW., Washington, D.C. 

FOR FURTHER INFORMATION CONTACT: 
William W. Uchimoto, Esq., (202) 272- 
2409, Room 5193, Division of Market 
Regulation, Securities and Exchange 
Commission, 450 Fifth Street NW.., 
Washington, D.C. 20549. 


SUPPLEMENTARY INFORMATION: 


Summary 


In the Securities Acts Amendments of 
1975 (‘‘1975-Amendments”),! Congress 
directed the Commission to facilitate the 
development of a national market 
system (“NMS”) for securities, 
consistent with certain objectives, 
including “fair competition * * * 


1 Pub. L. 94-29, 89 Stat. 97 (June 4, 1975). 
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between exchange markets and markets 
other than exchange markets.” The 
1975 Amendments also authorized the 
Commission to grant unlisted trading 
privileges (“UTP”) to exchanges in 
unlisted over-the-counter (“OTC”) 
securities subject to making certain 
findings.* The Commission, to date, 
generally has deferred extending to 
exchanges UTP in OTC stocks pending 
progress on the development of the 
NMS. The Commission believes that, in 
view of developments in the NMS to 
date, it is now appropriate to review 
whether exchanges should be granted 
UTP in OTC stocks as a general matter. 
This release discusses the background 
of UTP in OTC stocks and recent 
exchange comments and proposals with 
respect to such privileges, including an 
application by two exchanges for UTP in 
certain OTC stocks.* To aid the 
Commission in its consideration of 
whether UTP in OTC stocks should be 
granted at this time, the Commission 
solicits comment on both the general 
issue of whether UTP in OTC stocks 
should be granted to exchanges at this 
time, and on specific questions to be 
addressed before the grant of such 
privileges. 


I. Background of UTP 


An exchange can obtain the ability to 
trade a security on its floor in one of two 
ways. Either the issuer of the security 
could list the security on the exchange, 
or the exchange could apply to the 
Commission for UTP in a security. An 
issuer’s consent is not required for an 
exchange to trade the issuer's security 
pursuant to UTP, although the issuer 
may petition the Commission for 
termination of the exchange’s UTP. 
While the New York (“NYSE”) and 
American (“Amex”) Stock Exchanges 
primarily trade stocks that are listed on 
their exchanges, the majority of the 
stocks traded on regional exchanges are 
NYSE and Amex listings traded on a 
UTP basis. For almost 50 years, the 
Commission has encouraged multiple 
trading of listed stocks by liberally 
granting exchange applications for UTP 
in stocks listed on another securities 
exchange.5 


2 Section 11A(a)}(1)(C)({ii) of the Securities 
Exchange Act of 1934 (“Act”). 

3 Section 12(f)(1)(C) of the Act. 

* Letter to Linda Waning, Division of Market 
Regulations, SEC, from Joseph Raferty, Vice 
President and Corporate Secretary, BSE, dated 
August 22, 1984 (“BSE Letter’); and letter to Linda 
Waning, Division of Market Regulation, SEC, from 
Robin Tengroth, Senior Listing Representative, 
Listing/Membership Department, MSE, dated 
October 29, 1984 (“MSE Letter”). 

5 See Werner, Adventure in Social Control of 
Finance: The National Market System for 
Securities, 7 COLUM. L. REV. 1233, 1249 (1975); and 


By contrast, the Commission 
historically has granted UTP in OTC 
stocks infrequently. As originally 
adopted in 1934, the Act prohibited any 
unlisted trading of OTC stocks on 
exchanges, but authorized the 
Commission to extend UTP pending 
completion of a Commission study 
mandated by Congress. Following that 
study, the 1936 amendments to the Act 
empowered the Commission to grant 
UTP in OTC stocks for those issues that 
were either subject to disclosure and 
other requirements “substantially 
equivalent” to those imposed on listed 
companies by the Act, or as to which the 
Commission determined that the public 
interest and the protection of investors 
would best be served by such an 
extension of UTP.® At that time, OTC 
securities were not subject to the 
periodic reporting requirements of 
Section 12 of the Act; consequently, 
because of the wide disparity in 
disclosure requirements between listed 
and unlisted stocks, the Commission 
rarely exercised its authority to grant 
UTP in OTC stocks. 

In 1964, the Act was amended to 
extend basic reporting and disclosure 
requirements to virtually all publicly 
traded companies, reducing the 
disclosure disparities between OTC and 
listed stocks. At the same time, 
however, the 1964 amendments repealed 
Section 12(f)(3) thereby removing the 
Commission's authority to grant UTP in 
OTC stocks. 

In the early 1970's, the Commission, 
Congress, and the securities industry 
began considering the possibility of a 
National Market System for securities. 
In connection with National Market 
System discussions, Congress again 
reviewed the role of UTP in OTC stocks. 
The Securities Industry Study,? which 


approval of MSE UTP application to trade 910 
securities listed on the NYSE, Securities Exchange 
Act Release No. 16422 (December 12, 1979), 18 SEC 
Docket 1323. 

6 See Section 12(f)(3) of the Act as amended in 
1936. In addition, to preserve the economic viability 
of the then New York Curb Exchange (predecessor 
to the Amex) and some of the regional exchanges, 
the 1936 amendments to the Act permitted the 
continued trading of unlisted stocks by those 
exchanges by grandfathering in securities that were 
traded unlisted before March 1, 1934. In 1934, the 
New York Curb Exchange, the second largest 
exchange, was trading 1,689 unlisted securities and 
only 374 that were listed. Indeed, as recently as 
1945, a majority of stocks traded on that exchange 
were unlisted, and today 34 are traded on an 
unlisted basis. 

7 See Senate Subcomm. on Securities, Comm. on 
Banking, Housing and Urb. Affs., Securities Industry 
Study, S. Doc. No. 13, 93rd Cong., ist Sess. (1973) 
(“Securities Industry Study”). 
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served as a basis for the 1975 
Amendments, concluded that exchange 
trading of OTC securities “would be an 
important step toward the goal of a 
national market system in which 
investors in any particular security 
obtain the optimum benefits of both the 
‘auction’ and ‘dealer’ system which are 
feasible in a security having its 
particular trading characteristics.” The 
Study also believed, however, that 
attention must be given to such trading’s 
“potential impact on the OTC market 
and on the present system by which 
securities are ‘listed’ on exchanges.” In 
particular, the Study noted that 
exchange off-board trading restrictions® 
could disrupt existing patterns of 
dealing in an OTC stock granted UTP by 
precluding exchange members from 
continuing to make an OTC market in 
that stock. The Study, however, 
envisioned that in an NMS, exchange 
members would be free to trade any 
security off-board. 

In the 1975 Amendments, Congress 
directed the Commission to facilitate the 
establishment of an NMS, including 
review of whether off-board trading 
restrictions should be removed; 
concurrently, Congress reinstated the 
Commission's authority to grant UTP in 
OTC stocks.® The legislative history of 
the 1975 Amendments generally echoed 
the conclusions regarding the role of 
UTP in OTC stocks in the developing 
NMS reached by the Securities Industry 
Study.?® The Senate Report stated that 


in the context of a national market system, 
there is little or no justification for an issuer 
to deprive securities holders of the 
advantages of exchange trading. The 
protections inherent in exchange-type trading 
should be afforded to investors in all 
securities with suitable characteristics and 
should not be dependent upon the decision of 
corporate management to list.*? 


Accordingly, the Senate Report 
viewed “unlisted trading as appropriate 
to a[n NMS] in which all market makers 
and brokers are permitted to deal freely 
with one another without unnecessary 


* Off-board trading restrictions are rules adopted 
by various exchanges that prohibit member firms 
from executing orders as principal in the OTC 
market in stocks listed on the exchange. For a 
discussion of a Commission initiative that removes 
these restrictions on certain exchange traded 
securities, see discussion accompanying note 16, 
infra. 


* For an extensive discussion of the effect of the 
1975 Amendments on the Commission's UTP 
authority, see Parker and Becker, Un/isted Trading 
Privileges, 14 Rev. Sec. Reg. 853 (1981). 

10 See Senate Comm. on Banking. Housing, Urb. 
Affs., Report to Accompany S. 249: Securities Acts 
Amendments of 1975, S. Rep. No. 75, 94th Cong., 1st 
Sess. 31 (1975) (“Senate Report”). 

1! Id. at 19. 





regulatory constraints such as the 
NYSE’s {off-board trading rule.}"** 

Despite this general endorsement of 
UTP in OTC stocks, the Senate Report 
was concerned that “{ujntil substantial 
progress has been made toward the 
development of such a national market 
system, the ability of an exchange to 
commerce unlisted trading in an OTC 
security might well decrease rather than 
increase competition.”+* 

To protect against these negative 
effects, Congress provided in Section 
12(f}(2) of the Act that the Commission, 
after notice and hearing and prior to 
approving a UTP application, find “that 
the extension of unlisted trading 
privileges . . . [for listed and unlisted 
stocks be] consistent with the 
maintenance of fair and orderly markets 
and the protection of investors.” More 
importantly, with respect to UTP 
applications for stocks trading only in 
the OTC market, Congress in Section 
12(f)(2) required that the Commission 
specifically consider the “public trading 
activity in such security, the character of 
such trading, the impact of such 
extension on the existing markets for 
such securities, and the desirability of 
removing impediments to and the 
progress that has been made toward the 
development of a national market 
system.” That provision also expressly 
provides that UTP in OTC stocks should 
not be granted: “if any rule of the 
national securities exchange .. . 
would unreasonably impair the ability 
of any dealer to solicit or effect 
transactions in such security for his own 
account, or would unreasonably restrict 
competition among dealers in such 
security or between such dealers acting 
in the capacity of market makers who 
are specialists and such dealers who are 
not specialists.” 

Since 1975, the Commission has 
maintained a relatively restrictive policy 
of granting UTP in OTC stocks pending 
progress in the development of the NMS, 
with minor exceptions. An exception 
was made in 1981 for a reported 
security, ** that was listed and traded on 
the Pacific Stock Exchange, Inc. (“PSE”) 
prior to its issuer delisting from the 
PSE. * The Commission noted that the 


12 Id. at 20. 

13 id. 

“A reported security is a security reported in the 
consolidated transaction reporting system that is 
traded on the NYSE or Amex, a security traded on 
another exchange that substantially meets either the 
NYSE or Amex listing standards, or an OTC 
security designated as an NMS Security pursuant to 
Rule 11Aa2-1 under the Act [see infra note 18). 

"8 See Securities Exchange Act Release No. 17584 
(February 27, 1981). The exception was made for the 
common stock of Pacific Resources, Inc. (“PRI”). 


grant of UTP under such circumstances 
would preserve existing competition 
among exchange and third market 
makers and result in a trading 
environment that would permit 
exchange specialists to continue to 
compete with OTC market makers in 
previously listed securities in much the 
same way that OTC market makers are 
permitted to compete with exchange 
specialists in newly listed securities 
subject to Rule 19c-3 under the Act 
(“Rule 19c-3 Securities”). '* In this 
regard, the PSE had waived all off-board 
trading restrictions with respect to PRI, 
therefore, eliminating any barriers to 
competition for their member firms. 

In making this exception, the 
Commission emphasized that PRI was a 
reported security so that current 
quotation and last sale information was 
available from both exchange and OTC 
markets. '’ The Commission believed 
that this information would increase 
competition, reduce fragmentation and 
facilitate Commission serveillance of 
trading in PRI. 

While the Commission's PRI decision 
recognizes a limited circumstance in 
which the Commission will grant UTP in 
OTC stocks, the Commission has 
discussed the possibility of granting 
such privileges more generally in the 
context of Rule 11Aa2-1 (“NMS 
Securities Rule”) under the Act." In the 


16 Rule 19c-3 under the Act precludes exchange 
off-board trading restrictions from applying to 
reported securities that were listed on an exchange 
after April 26, 1979. Securities Exchange Act 
Release No. 16888 (June 11, 1980), 45 FR 41125. 

7 The Commission has approved UTP 
applications in other OTC reported securities. See 
Order Approving MSE and BSE UTP Applications in 
the common stock of Bally Park Place, Securities 
Exchange Act Release No. 19621 (March 21, 1983); 
and Order Approving Philadelphia Stock Exchange, 
Inc. (‘‘Phix")} UTP Application in the common stock 
of Central Jersey Industries, Securities Exchange 
Act Release No. 19624 (March 22, 1983). The 
Commission has denied exchange UTP applications 
in OTC stocks that were delisted from the exchange 
that were not reported securities. See Denial of PSE 
UTP Application in the common stock of Xonics, 
Inc., Securities Exchange Act Release No. 19609 
(March 17, 1983}; and Denial of PSE UTP 
Application in the common stock of Triton Group 
Limited, Securities Exchange Act Release No. 20084 
(August 15, 1983). 

'® The NMS Securities Rule was adopted on 
February 17, 1981. See Securities Exchange Act 
Release No. 17549 (February 17, 1981), 46 FR 13992 
(“NMS Securities Release”). The rule designates 
certain categories of actively traded OTC stocks as 
qualified for trading in an NMS. OTC securities 
designated as NMS Securities are “reported” 
securities, subject, among other things, to the 
Commission's last sale reporting rule, Rule 11A83-1 
under the Act. The Rule employs a two-tiered 
approach to determine which OTC securities are 
designated as NMS Securities. Tier 1, which became 
effective on April 1, 1982, automatically requires 
that the most actively traded OTC securities be 
designated as NMS Securities. In additional, Tier 2, 
which became effective on February 8, 1983, permits 
issuers of less actively traded OTC securities to 
become NMS designated if the issuers so elect. 
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release proposing the NMS Securities 
Rule, '* the Commission stated that it 
would be appropriate to evaluate 
whether exchanges should be granted 
UTP in OTC stocks designated as NMS 
Securities provided existing exchange 
off-board trading restrictions were 
removed from those securities.”° 
Moreover, the Commission stated that, 
although it anticipated considering UTP 
for NMS Securities, it was “concerned 
that the necessary technical elements to 
ensure fair competition and the 
protection of investors be in place 
before UTP for OTC securities is 
granted.” 2 Specifically, the Commission 
stated that it would not grant UTP in 
NMS Securities until it evaluated: “(1) 
the effects of transaction reporting on 
NMS Securities; (2) the effects of an 
automated interface between the 
enhanced NASDAQ facilities and the 
ITS; and (3) the effects of trading 
exchange-traded securities in an 
environment free of off-board trading 
restrictions.” 7? 


Il. Ex Comments With Respect to 
UTP in OTC/NMS Securities 


The BSE and MSE have submitted 
applications for UTP on some of the 
most actively traded OTC NMS 
Securities.*° Notice of these applications 
will be published in the Federal 
Register.” In addition, in connection 
with several other matters before the 
Commission at this time, various 
exchanges have raised the issue of UTP 
in OTC stocks. On April 30, 1984, in 
response to a petition submitted by the 
NASD, the Commission issued a release 
soliciting comment on proposed 
amendments to the NMS Securities Rule 
whose primary effect would be to 
increase substantially the number of 
securities eligible for designation as 


*°Securities Exchange Act Release No. 15926 
(June 15, 1979), 44 FR 36912. 

2 Under current Commission rules, NMS 
Securities granted UTP would not be subject to off- 
board trading restrictions. Those securities would 
be subject to the provisions of Rule 19c-3 under the 
Act, which removes off-board trading restrictions 
on, among other things, “any reported security. . . 
as to which [UTP] on [an] exchange” has been 
extended since April 26, 1979. 

21 NMS Securities Release, supra note 18, 46 FR at 
14004. 

22 Id. 

°° BSE Letter, supra note 4, and MSE Letter, supra 
note 4. In a subsequent submission, the BSE 
indicated that whether it actually will trade these 
stocks, if permitted, depends on whether the 
Commission authorizes the BSE to trade options on 
these stocks. Letter to Richard G. Ketchum, Director 
Division of Market Regulation, SEC, from Charies J 
Mohr, Chairman and Chief Executive Officer, BSE. 
dated October 1, 1984. 

4 Securities Exchange Act Release No. 21496 
(November 16, 1984); and Securities Exchanges Act 
Release No. 21497 (November 16, 1984). 
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NMS Securities.”> In commenting on the 
proposed amendments, the Amex, BSE, 
MSE, and Phlx advocated Commission 
extension of UTP on OTC/NMS 
Securities.”® 

The exchanges’ comments generally 
advocated that UTP be granted in Tier 1 
securities in order to further the NMS 
objective of intermarket competition. 
The Amex, in particular, argued that 
granting UTP in Tier 1 securities *” 
would create competition across 
markets and thus would “certainly be 
desirable in terms of removing 
impediments to the NMS.” The Amex 
argued that granting UTP in Tier 1 
securities would be consistent with the 
considerations set forth in Section 
12(f)(2) of the Act.?* In this regard, the 
Amex said that present Tier 1 trading 
volume requirements satisfy the 
considerations of public trading activity 
and the fair and orderly character of 
that trading required in Section 12(f)(2) 
of the Act. In addition, the Amex said 
that the absence of any negative impact 
arising from OTC trading of listed stocks 
pursuant to Rule 19c-3 suggests that 
“unfettered competition” resulting from 
UTP in OTC stocks would not have an 
adverse effect on the existing markets 
for Tier 1 securities. Moreover, in 
response to Section 12(f)(2)'s 


8 See Securities Exchange Act Release No. 20902 
(April 30, 1984), 49 FR 19314. On November 16, 1984, 
the Commission approved amendments to the Rule 
reflecting those proposed by the NASD. 

26 See letter to George A. Fitzsimmons, Secretary, 
SEC, from Robert J. Birnbaum, President, Amex, 
dated July 16, 1984 (“Amex Comment Letter”); letter 
to George A. Fitzsimmons, Secretary, SEC, from 
Charles J. Mohr, Chairman and Chief Executive 
Officer, BSE, dated August 10, 1984 (“BSE Comment 
Letter”); letter to George A. Fitzsimmons, Secretary, 
SEC, from Kenneth I. Rosenblum President, MSE, 
dated August 8, 1984 (“MSE Comment Letter”); and 
letter to George A. Fitzsimmons, Secretary, SEC, 
from Nicholas A. Giordano, President, Phix, dated 
August 7, 1984 (“Phlx Comment Letter"). The Amex 
and the PSE also discussed UTP in OTC stocks in 
response to the Commission's soliciation of 
comments on the NASD and exchange proposals to 
trade standardized options on OTC stocks. See 
Securities Exchange Act Release No. 20853 (April 
12, 1984), 49 FR 15291. The Amex and the PSE 
opposed any proposals that would permit an OTC 
market maker to trade both the option and the 
underlying OTC stock (“side-by-side trading"). Both 
exchanges believed that, if the Commission 
approved side-by-side trading, the exchanges would 
be at a severe competitive disadvantage in seeking 
to trade options on those same OTC stocks unless 
the Commission granted exchanges UTP to trade the 
stocks. See letter to George A. Fitzsimmons, 
Secretary, SEC, from Richard O. Scribner, Executive 
Vice President, Legal and Regulatory Affairs, Amex, 
dated July 27, 1984 (“Amex Options Comment 
Letter”); and letter to George A. Fitzsimmons, 
Secretary, SEC, from Jim Gallagher, President, PSE, 
dated July 11, 1984 (“PSE Options Comment Letter”). 

27The Amex also urged the abolition of Tier 2 
because, in its view, an issuer should not have the 
choice of having its security designated as an NMS 
Security. Amex Comment Letter, supra note 26 at 
21-45. 

28 See text between notes 13 and 14, supra. 


requirements that UTP in an OTC stock 
not result in unfair competition arising 
from application of exchange off-board 
trading restrictions, the Amex argued 
that a grant of UTP in OTC stocks would 
not “unreasonably impair” an OTC 
dealer's ability to “solicit or effect 
transactions” in the securities or 
“unreasonably restrict competition” 
between OTC dealers and specialists 
because Rule 19c-3 would preclude an 
exchange from imposing its off-board 
trading restrictions on these securities.”® 
The Amex also argued that there has 
been ample time to evaluate the three 
regulatory initiatives alluded to by the 
Commission in the NMS Securities 
Release so that UTP can be granted. for 
Tier 1 securities.*° In this regard, the 
Amex pointed to Commission and 
NASD observations that last sale 
reporting, the interface between the 
Intermarket Trading System (“ITS”) and 
the Computer Assisted Execution 
System (“CAES”),*! and removal of off- 
board trading in the Rule 19c-3 context 
have either benefitted or at least not 
harmed the markets for the securities 
subject to these initiatives. The Amex, 
therefore, advocated that the 
Commission announce a general policy 
to grant UTP in Tier 1 securities. ** 
Several exchanges, including the 
Amex and the BSE, stated that Tier 1 
securities essentially should be traded 
through NMS facilities pursuant to NMS- 
type rules, e.g., trading through the ITS- 
CAES interface pursuant to trade- 
through, net confirmation, and short sale 
rules.** The Phlx Comment Letter 


2° See note 16, supra. 

%° See discussion accompanying notes 21 and 22, 
supra. 

*'CAES is an enhancement to the NASD's 
Automated Quotation (“NASDAQ”) System that 
links OTC market makers and that provides an 
order routing and execution capability. The ITS- 
CAES interface is a computer link between the 
exchange and OTC markets operated by the NASD 
and seven national securities exchanges. Presently, 
only Rule 19c-3 Securities may be traded through 
that interface. 

*2 Though not representing the Amex, Dritz 
Goldring Wohlreich Inc. (“Dritz”), an Amex 
specialist firm, separately urged the Commission to 
permit exchange competition for order flow in OTC 
securities that are eligible for exchange listing: Dritz 
believed that “[iJn cases where there are very many 
market makers in a NASDAQ stock, a specialist on 
one or more Exchange would perhaps be 
insignificant but certainly would not hurt the market 
place in those securities. In other circumstances 
where there may be several market makers in a 
particular stock, it might be a significant 
improvement by having that stock traded under the 
auction process.” Dritz recommended that such 
trading “be set forth for a pilot program in order to 
test the operation and effectiveness of the plan.” 
Letter to John Shad, Chairman, SEC, from Michael 
A. Dritz, President, Dritz Goldring Wohlreich, Inc., 
dated February 29, 1984. 

33 Amex Comment Letter, supra note 26 at 47-63; 
and BSE Comment Letter, supra note 26 at 3. 
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believed that the grant of UTP in NMS 
Securities “will encourage the NASD to 
improve its limit order protection rules 
so as to provide the level of protection 
contained in exchange, * * * act as an 
incentive for further and enhanced 
linkage of the auction and over-ihe- 
counter dealer markets [and] * * * 
advance the applicaiton of the short sale 
rule to transactions in all qualified 
securities.” ** 

Moreover, the MSE argued that it was 
“anomalous for the Commission to be 
considering granting options trading to 
exchanges in OTC securities and not to 
extend trading rights to the underlying 
securities.” ** The MSE also stated that 
“NAS media coverage and their own 
publicity explaining the success of their 
equity market demonstrates they ro 
longer need to be protected by the 
Commission.” The MSE concluded that 
to allow exchanges to “more fairly 
compete,” the Commission “should 
amend the [NMS Securities] Rule to 
allow NMS Securities to concurrently be 
listed or traded under unlisted trading 
privileges on an exchange.” ** 


III. Discussion and Request for 
Comment 


The Commission believes that the 
time is ripe to reexamine Commission 
policy with respect to extending 
exchanges UTP in OTC securities. In 
recent years, the quality and dimension 
of the OTC market have improved 
dramatically. These changes are due in 
part to the increased availability of 
market information on the most 
actively-traded OTC issues. With the 
nationwide disclosure of firm quotations 
on a real-time basis through NASDAQ 
starting in 1971, the dissemination to the 
investing public of the NASDAQ best 
bid and offer in 1980 and last sale 
reporting in NASDAQ/NMS Securities 
commencing in early 1982, the OTC 
market has succeeded in attracting and 


4 Phlx Comment Letter, supra note 26 at 2. The 
Phix also stated that it would not apply its off-board 
trading restrictions to OTC securities that it traded 
on a UTP basis. 

35 MSE Comment Letter, supra note 26 at 5. 

36 Jd. On September 7, 1984, the NASD submitted 
a comment letter to the Commission in response to 
the exchange comment letters, especially the Amex 
letter. Letter to Shirley E. Hollis, Acting Secretary, 
SEC, from Frank J. Wilson, Executive Vice President 
and General Counsel, NASD, dated September 7, 
1984 (“NASD Comment Letter”). In response to the 
Amex's argument with respect to the extension of 
UTP in Tier 1 securities and the application of the 
short sale and price protection rules to these 
securities, the NASD stated that “[t}hese arguments 
are irrelevant to the issue before the Commission, 
have previously been considered and deferred by it 
[footnote omitted] and will become relevant only if 
considered in connection with other wide ranging 
issues regarding market structure such as removal 
of exchange off-board trading restrictions.” 





retaining record numbers of issuers and 
investors. At present, there are 4,079 
securities quoted in the NASDAQ 
system, and over 440 registered market 
makers. There also are 1,102 OTC 
securities designated as NMS Securities. 

During this time, the Commission, the 
industry and the public have witnessed 
competitive opportunities emerge for 
concurrent exchange and OTC trading 
of Rule 19c-3 Securities. Commission 
monitoring has disclosed that 
concurrent OTC and exchange trading 
of Rule 19c-3 Securities, including 
trading of these securities through the 
ITS-CAES interface, has not had any 
significant adverse effects on the 
markets for Rule 19c-3 Securities.57 

In light of these developments, and 
the issues raised by several exchanges 
with respect te OTC-UTP, including the 
BSE’s and -MSE’s request, the 
Commission believes that it is 
appropriate to review at this time 
whether a change in the Commission's 
UTP policy with respect to OTC stocks 
is warranted. The Commission is not 
now taking a position on whether UTP 
in OTC stocks is appropriate for all OTC 
stocks or any particular subset thereof. 
Rather, the Commission is soliciting 
general comment on this matter. As well 
as soliciting general comments on this 
area, the Commission requests comment 
on particular questions raised by the 
prospect of UTP in OTC stocks. 

First, do commentators believe that it 
would be “consistent with the 
maintenance of fair and orderly markets 
and the protection of investors” to 
generally permit exchanges to receive 
UTP in OTC stocks? Moreover, would a 
general grant of UTP in such stocks to 
exchanges at this time be consistent 
with the specific considerations set forth 
in Section 12(f}{2)? ** 

Second, should the grant of UTP in 
OTC stocks to an exchange be subject to 
conditions regarding off-board trading 
restrictions? Section 12(f)(2) of the Act, 
as well as Rule 19c-3 under the Act, 
would require exchanges to waive their 
off-board trading restrictions on any 
OTC stock upon which they receive 
UTP.**® The Commission also has 


87 See SEC, A Monitoring Report on Rule 19c-3 
under the Securities Exchange Act of 1934, 
Securities Exchange Act Release No. 18062 (August 
25, 1981); and Securities Exchange Act Release No. 
20074 (August 12, 1983), 48 FR 38250. The 
Commission notes that, if anything, the market 
fragmentation concerns raised by some 
commentators for Rule 19c-3 would be less where 
UTP were granted in OTC securities, since the net 
effect would be to add one additional market to an 
existing multiple market maker system. 

38 See text between notes 13 and 14, supra. 

3° See note 16, supra. 


consistently indicated that the intent of 
Section 12(f}(2) would appear to only be 
met where the exchange requesting UTP 
waives its off-board trading restrictions 
for all securities. Commentators are 
requested to address, however, whether 
the objectives of Section 12(f}(2) and an 
NMS would best be achieved by 
conditioning the grant of UTP in OTC 
stocks on the waiver of off-board 
trading restrictions by all exchanges 
trading OTC stocks.*° 

Third, in addition to the standards 


and considerations required by Section | 


12(f}(2}, do commentators believe that 
there has been a sufficient opportunity 
to evaluate the effects of (1) transaction 
reporting on OTC/NMS Securities; (2) 
the ITS/CAES interface; and {3) off- 
board trading in Rule 19c-3 Securities, 
so as to predict the benefits and 
possible harms of permitting exchanges 
to trade OTC securities on a more 
widespread basis? In this regard, 
commentators are requested to evaluate 
the potential benefits and harms ‘2 
associated with exchange trading of 
OTC securities, both in terms of the 
considerations set out in Section 12(f}{2) 
of the Act or any other considerations 
that commentators deem relevant. 
Fourth, the Commission considers 
quotation and transaction reporting as 
fundamental elements of an NMS and 
critical to efficient trading of securities 
in both the exchange and OTC markets. 
The Commission, therefore, 
preliminarily believes that if UTP in 
OTC stocks is to be granted, it should be 
limited, certainly as an initial matter, to 
reported securities, with quotations and 
last sale reports disseminated through a 
consolidated reporting system. In this 
respect, the Commission notes that 
several exchanges have advocated UTP 
in Tier 1 securities. Two exchanges also 
have requested UTP in OTC stocks 
which will underlie options, in the event 
that the Commission permits side-by- 
side trading of options on OTC stocks 
by NASDAQ market makers. Other 
possible groups of OTC stocks on which 
UTP might be available could include all 
NMS Securities,*! or all NMS Securities 


¢° In the event such a condition extended only to 
the requesting exchange, any exchange would be 
able to retain its off-board trading restrictions, of 
course, by not seeking UTP in OTC stocks. 

*! At present, paragraph (b)(3){ii) of the NMS 
Securities Rule requires the termination of a 
security's NMS designation if that security is listed 
or admitted to UTP on an exchange. Should UTP be 
granted in NMS Securities, the Commission will 
propose amending the NMS Securities Rule so that a 
security's NMS designation will not be terminated if 
it becomes admitted to UTP on an exchange. 
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that meet the applicant exchange’s 
listing standards. The Commission 
requests commentators who favor the 
granting of UTP for OTC securities to 
address which securities should 
appropriately be subject to such 
applications. 

Finally, comment is requested on the 
facilities that should be utilized for 
reporting and executing transactions in 
the event UTP in OTC stocks were 
granted. At present, exchange-traded 
reported securities are reported in the 
Consolidated Quote and Tape Systems 
and quotations and last sales in OTC/ 
NMS Securities are reported through 
NASD facilities. Accordingly, comment 
is requested on how consolidated 
reporting for OTC stocks subject to UTP 
can most fairly and efficiently be 
accomplished. If exchanges are 
permitted to trade OTC securities, 
should it be a condition for granting UTP 
that such securities to be included in a 
linkage such as ITS-CAES or should 
inclusion await the development of a 
significant market share by the 
exchange? Commentators also may wish 
to address whether those securities 
should be subject to rules and trading 
facilities that now generally are 
applicable to listed securities? ** For 
example, should exchange traded OTC 
securities be subject to a short sale 
rule*® or trade-through rule?** 

Interested persons are invited to 
submit written data, views and 
arguments regarding this matter by 
January 15, 1985. Persons desiring to 
submit comments should file six copies 
with the Secretary of the Commission, 
Securities and Exchange Commission, 
450 Fifth Street, NW., Washington, D.C. 
20549. Comments should refer to File No. 
S$7-37-84. 

Copies of the submission which are 
filed with the Commission, other than 
those which may be withheld from the 
public in accordance with the provisions 
of 5 U.S.C. 522, will be available for 
inspection and copying at the 
Commission's Public Reference Room, 
450 Fifth Street, NW., Washington, D.C. 


(Secs. 6, 11A, 12(f) of the Securities and 
Exchange Act of 1934 (15 U.S.C. 78f, 78k, 78l)) 


42 Indeed, in the NMS Securities Release, the 
Commission discussed whether OTC/NMS 
Securities should be included in additional NMS 
facilities and initiatives. See NMS Securities 
Release, supra note 18, 46 FR at 14000. 

*3 See Rule 10a-1 under the Act. 

*4 A trade-through rule would prohibit one 
market from executing an order at a price inferior to 
quotations displayed by another market. Trading of 
listed stocks through ITS currently is governed by a 
trade-through rule adopted as part of the ITS Plan 
and by each of the participating members. 
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List of Subjects in 17 CFR Part 240 


Brokers, Confidential business 
information, Fraud, Reporting and 
recordkeeping requirements. 


By the Commission. 

Dated: November 16, 1984. 
Shirley E. Hollis, 
Acting Secretary. 
[FR Doc. 30756 Filed 11-21-84; 8:45 am} 
BILLING CODE 8010-01-M 


DEPARTMENT OF THE TREASURY 
Customs Service 
19 CFR Parts 113, 141, and 172 


Proposed Customs Regulations 
Amendments Relating to Time Allowed 
To Submit Missing Documents 


AGENCY: Customs Service, Department 
of the Treasury. 
ACTION: Proposed rule. 


sSumMMARY: Customs is considering 
amending its regulations relating to the 
time period allowed to submit missing 
documents required at the time entry or 
entry summary documents are filed in 
connection with the importation of 
merchandise. Consideration is being 
given to reducing the time period for 
providing various unavailable 
documents from the present 6 months, to 
60 days. 

Significant backlogs have occurred as 
a result of the extended submission 
period. It is thought that reducing the 
permissible time period to 60 days will 
aid in reducing the backlog and will 
produce more consistent disposition in 
processing the entries, without imposing 
any significant additional burden on 
importers. 

This notice invites public comment 
with respect to the merits of the 
proposal. 

DATE: Comments must be received on or 
before January 22, 1985. 

ADDRESS: Comments (preferably in 
triplicate) should be addressed to the 
Commissioner of Customs, Attention: 
Regulations Control Branch, Room 2426, 
U.S. Customs Service, 1301 Constitution 
Avenue NW., Washington, D.C. 20229. 
FOR FURTHER INFORMATION CONTACT: 
Herb Geller, Duty Assessment Division, 
U.S. Customs Service, 1301 Constitution 
Avenue, NW., Washington, D.C. 20229 
(202-566-5307). 

SUPPLEMENTARY INFORMATION: 


Background 


Section 484(a), Tariff Act of 1930, as 
amended by section 102 of the “Customs 
Procedural Reform and Simplification 


Act of 1978” (19 U.S.C. 1484{a)), provides 
that entry of imported merchandise shall 
be made by filing the documentation 
necessary to enable Customs to 
determine whether the merchandise 
may be released from Customs custody. 
The documentation necessary to classify 
and appraise merchandise and to verify 
statistical information must be filed at 
the time prescribed by regulations, 
either when entry is made, or at any 
time within 10 working days thereafter. 
Part 141, Customs Regulations (19 CFR 
Part 141), provides procedures for the 
entry of merchandise and the 
presentation of the necessary entry 
documentation. One of the conditions 
set forth in § 141.91, Customs 
Regulations (19 CFR 141.91), which must 
be met by an importer that is unable to 
provide the required invoice at the time 
the entry or entry summary 
documentation is filed, is the filing of a 
bond. The bond provides, as a condition 
of its satisfaction, for the production of 
any missing invoices, declarations, 
certificates, or other documents required 
in connection with the entry of imported 
merchandise, in the form and within the 
time limits required by regulations. 
Part.113, Customs Regulations (19 CFR 
Part 113), sets forth the general 
requirements applicable io Customs 
bonds. Section 113.42, Customs 
Regulations (19 CFR 113.42), provides 
that except where another period is 
fixed by law or regulation, a 6-month 
period from the date of the transaction 
is allowed for the production of a 
document for which a bond or 


stipulation is given. The regulation also - 


gives the district director of Customs 
authority to grant an extension. 
Pursuant to § 113.43{a), Customs 
Regulations (19 CFR 113.43(a)), 
extensions may be obtained for the 
production of documents mentioned in 
§ 113.42, by filing a written application. 
Extensions may be granted for one 
additional 2-month period. The 6-month 
period for submission of a required 
invoice is also stated in § 141.91(d), 
Customs Regulations (19 CFR 141.91(d)), 
the provision which details the 
conditions under which an incomplete 
entry or entry summary may be 
accepted. The invoice must be submitted 
within 6 months after the date of the 
filing of the entry or entry summary. 
Part 172, Customs Regulations (19 CFR 
Part 172), contains provisions relating to 
the giving of notice of liquidated 
damages incurred under the terms of 
any bond posted with Customs, the 
filing of petitions for relief from 
liquidated damages incurred, and the 
consideration of such petitions. Section 
172.22(b), Customs Regulations (19 CFR 
172.22{b)), provides conditions under 
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which the bond charge for the 
production of missing invoices may be 
cancelled by the district director of 
Customs upon payment of $25 as 
liquidated damages. The second of those 
conditions is the production of the 
missing document within 6 months after 
the date the entry or entry summary is 
required to be filed. 

Customs recently completed a 
national audit of its fines, penalties and 
forfeitures process, during which the 
various time periods and extensions 
permitted by its regulations to provide 
bonds for, and to submit documents not 
available at the time of entry or entry 
summary filing, were analyzed. One 
recommendation emerging from that 
audit was to reduce the time permitted 
for such filing from 6 months, to 60 days. 

Customs believes that reducing the 6- 
month time period stated in §§ 113.42, 
141.91 and 172.22(b) to 60 days wiil 
serve to reduce the on-going backlog of 
entries pending action, speed-up the 
processing of entries, and produce more 
consistency in the regulations. A 60-day 
period is already provided for 
production of country of origin 
certificates, evidence of direct shipment, 
and warehouse entries (19 CFR 
§§ 10.173, 10.174, and 141.61, 
respectively). 

Given today’s communication 
technology, with electronic transmission 
of documentation, etc., Customs does 
not believe that shortening the time 
period would impose any significant 
burden on the importing community. The 
current 6-month period has been 
effective for over 100 years (Article 334, 
Customs Regulations (1874)), and does 
not reflect the realities of modern 
business. Perhaps most important, 
however, is the fact that many of the 
bondable documents required, are 
needed to substantiate free or reduced- 
duty entry. The delays currently 
experienced in processing the entry 
documents and collecting the payment 
of proper duties are not in keeping with 
sound management and fiscal policies. 

Customs realizes that circumstances 
arise from time to time which might 
make it impossible to meet a 60-day 
deadline for production of documents. 
Therefore, the discretionary authority 
given to the district director to grant 
extensions is not being amended. 

This notice invites public comment 
with respect to the merits of this 
proposal before any further action is 
taken. 


Comments 


Before adopting this proposal, 
consideration will be given to any 
written comments timely submitted to 
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Customs. Comments submitted will be 
available for public inspection in 
accordance with the Freedom of 
Information Act (5 U.S.C. 552), § 1.6, 
Treasury Department Regulations (31 
CFR 1.6), and § 103.11(b), Customs 
Regulations (19 CFR 103.11(b)), on 
regular business days between the hours 
of 9:00 a.m. and 4:30 p.m. at the 
Regulations Control Branch, Room 2426, 
Customs Headquarters, 1301 
Constitution Avenue NW., Washington, 
DC. 20229. 


Executive Order 12291 


This proposal is not a “major rule” as 
defined in § 1(b) of E.O. 12291. 
Accordingly, a regulatory impact 
analysis is not required. 

Regulatory Flexibility Act 

The provisions of the Regulatory 
Flexibility Act relating to an initial and 
final regulatory flexibility analysis (5 
U.S.C. 603, 604) are not applicable to this 
proposal because the rule, if 
promulgated, will not have a significant 
economic impact on a substantial 
number of small entities. 

Accordingly, it is hereby certified 
under the provisions of § 3 of the 
Regulatory Flexibility Act (5 U.S.C. 
605(b)) that the rule, if promulgated, will 
not have a significant economic impact 
on a substantial number of small 
entities. 


Drafting Information 


The principal author of this document 
was Larry L. Burton, Regulations Control 
Branch, Office of Regulations and 
Rulings, Customs Headquarters. 
However, personnel from other Customs 
offices participated in its development. 


Lists of Subjects in 19 CFR Parts 113, 
141, and 172 


Customs duties and inspection, 
Imports. 


Authority 


These amendments are proposed 
under the authority of R.S. 251, as 
amended (19 U.S.C. 66); section 624, 46 
Stat. 759 (19 U.S.C. 1624). 


Proposed Amendments to the 
Regulations 

It is proposed to amend Parts 113, 141, 
and 172, Customs Regulations (19 CFR 
Parts 113, 141 and 172), as set forth 
below: 


PART 113—CUSTOMS BONDS 


§ 113.42 [Amended] 

1. It is proposed to amend § 113.42 by 
removing the words “6 months”, and 
inserting in their place, the words, “60 
days.” 


§ 113.43 [Amended] 

2. It is proposed to amend the first 
sentence of § 113.43(a) by removing the 
parenthetical phrase “(other than an 
invoice or document which must be 
produced within 2 months, as provided 
in § 141.61(e) of this chapter).” Further, 
in the same sentence, it is proposed to 
remove the words “6 months” and 
insert, in their place, the words “60 
days.” 


PART 141—ENTRY OF MERCHANDISE 


§ 141.91 [Amended] 

It is proposed to amend § 141.91(d) by 
removing the words “6 months” and 
inserting, in their place, the words “60 
days.” 


PART 172—LIQUIDATED DAMAGES 


§ 172.22 [Amended] 

It is proposed to amend § 172.22(b) by 
removing the words “6 months” and 
inserting, in their place, the words “60 
days.” 

William von Raab, 
Commissioner of Customs. 

Approved: November 5, 1984. 
John M. Walker, Jr., 

Assistant Secretary of the Treasury. 
(FR Doc. 84-30717 Filed 11-21-84; 8:45 am] 
BILLING CODE 4820-02-M 


19 CFR Part 175 


Receipt of Domestic Interested Party 
Petition Concerning Tariff 
Classification of Operatic and 
Theatrical Costumes 


AGENCY: Customs Service, Treasury. 
ACTION: Notice of receipt of domestic 
interested party petition; solicitation of 
comments. 


SUMMARY: Customs has received a 
petition submitted on behalf of a 
domestic interested party with respect 
to the tariff classification of operatic 
and theatrical costumes rented to 
certain U.S. opera and theater 
companies. The petitioner contends that 
the articles are currently incorrectly 
classified under a duty-free provision of 
the Tariff Schedules of the United States 
(TSUS), and should be reclassified 
under a provision of the TSUS which 
carries a duty rate. This document 
invites comments with respect to the 
correctness of the current classification 
of the imported articles. 

DATE: Comments must be received on or 
before January 22, 1985. 

ADDRESS: Comments (preferably in 
triplicate) may be submitted to the 
Commissioner of Customs, Attention: 
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Regulations Control Branch, Room 2426, 
1301 Constitution Avenue, NW., 
Washington, D.C. 20229 (202-566-8237). 


FOR FURTHER INFORMATION CONTACT: 
Thomas Lindmeier, Classification and 
Value Division, U.S. Customs Service, 
1301 Constitution Avenue, NW., 
Washington, D.C. 20229 (202-566-2938). 


SUPPLEMENTARY INFORMATION: 
Background 


Pursuant to section 516, Tariff Act of 
1930, as amended (19 U.S.C. 1516), a 
domestic interested party petition has 
been filed with respect to the tariff 
classification of operatic and theatrical 
costumes imported for the use of certain 
opera and theater companies in the 
United States. The costumes are rented 
by the U.S. companies for the duration 
of a particular production, and then 
returned to the foreign exporter. 

The described articles are currently 
classified under the provision for 
“Articles imported for the use of any 
public library, any other public 
institution, or any nonprofit institution 
established for educational, scientific, 
literary, or philosophical purposes, or for 
the encouragement of the fine arts: 
Regalia,” in item 851.30, Tariff Schedules 
of the United States (TSUS; 19 U.S.C. 
1202), free of duty. The petitioner 
contends that these articles are properly 
classifiable under one of the dutiable 
provisions of Schedule 3, TSUS, for 
wearing apparel. 

The petitioner claims that past 
Customs rulings do not support the use 
of item 851.30, TSUS, for the duty-free 
importation of the costumes. The 
petitioner states that these rulings apply 
item 851.30, TSUS, specifically to 
situations in which: (1) The costumes 
are the property of the non-profit 
institution using them; (2) only a 
nominal admission fee to defray 
expenses will be charged; or (3) the 
performers using the costumes are not 
reimbursed for their services. They 
cannot be used, therefore, in any 
commercial activity. 

The petitioner contends that the 
imported articles in question are not the 
property of the non-profit institution 
using them, but remain the property of 
the foreign exporter. The petitioner 
further contends that the imported 
costumes are often used by opera 
companies that handsomely reimburse 
the performers and charge admission 
prices which are more than nominal. 
Petitioner also alleges tlie certain 
theatrical companies using the costumes 
are organized for the purpose of making 
a profit for their backers, not merely 
covering expenses related to the 





Federal Register / Vol. 49, No. 227 / Friday, November 23, 1984 / Proposed Rules 


production. For these reasons, the 
petitioner concludes that the 
importation of these costumes under the 
duty-free provision of item 851.30, TSUS, 
is a misapplication of this provision. 

Headnote 2 of Part 4, Schedule 8, 
TSUS, provides that “regalia,” as used 
in item 851.30, TSUS, “embraces only 
such insignia of rank or office, emblems, 
or other articles as may be worn upon 
the person or borne in the hand during 
the public exercises of the institution.” 
In view of this limitation, Customs 
believes that the petition raises the 
larger issue of whether, Customs 
previous administrative rulings 
notwithstanding, theatrical costumes 
can be considered “regalia” at all. In 
order for the matter raised by the 
petitioner to be properly analyzed, 
Customs believes that the present 
inquiry should be broadened to include 
the latter issue. 


Comments 


Pursuant to section 175.21(a), Customs 
Regulations (19 CFR 175.21(a)), before 
making a determination on this matter, 
Customs invites written comments from 
interested parties on the classification 
issue. The domestic interested party 
petition, as well as all comments 
received in response to this notice, will 
be available for public inspection in 
accordance with the Freedom of 
Information Act (5 U.S.C. 552) and § 1.6, 
Treasury Department Regulations (31 
CFR 1.6), and § 103.11(b), Customs 
Regulations (19 CFR 103.11(b)), on 
regular business days between the hours 
of 9:00 a.m. and 4:30 p.m. at the 
Regulations Control Branch, Room 2426, 
Customs Headquarters, 1301 
Constitution Avenue, NW., Washington, 
D.C. 20229. 


Authority: This notice is published in 
accordance with § 175.21(a), Customs 
Regulations (19 CFR 175.21(a)). 


Drafting Information 


The principal author of this document 
was Susan Terranova, Regulations 
Control Branch, U.S. Customs Service. 
However, personnel from other Customs 
offices participated in its development. 
Alfred R. Angelus, 

Acting Commissioner of Customs. 


Approved: November 5, 1984. 
John M. Walker, Jr., 
Assistant Secretary of the Treasury. 


[FR Doc. 84-30715 Filed 11-21-84; 8:45 am} 
BILLING CODE 4820-02-M 
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19 CFR Part 175 


Receipt of Domestic Interested Party 
Petition Concerning Tariff 
Classification of Unfinished Duck-Type 
Footwear 


AGENCY: Customs Service, Department 
of the Treasury. 


ACTION: Notice of receipt of domestic 
interested party petition; solicitation of 
comments. 


SUMMARY: Customs has received a 
petition submitted on behalf of a 
domestic interested party with respect 
to the tariff classification of unfinished 
duck-type footwear. The petitioner 
contends that the articles are currently 
incorrectly classified under a provision 
of the Tariff Schedules of the United 
States (TSUS) which has a low duty rate 
and entitles the articles to duty-free 
treatment under the Generalized System 
of Preferences (GSP), if they are 
imported from a beneficiary developing 
country. The petitioner believes that the 
articles should be reclassified under 
either of two provisions of the TSUS, 
both of which carry a higher duty rate 
and do not entitle the articles to duty- 
free treatment under the GSP. This 
document invites comments with respect 
to the correctness of the current 
classification of the imported articles. 


DATE: Comments must be received on or 
before January 22, 1985. 

ADDRESS: Comments (preferably in 
triplicate) may be submitted to the 
Commissioner of Customs, Attention: 
Regulations Control Branch, Room 2426, 
1301 Constitution Avenue, NW., 
Washington, D.C. 20229 (202-566-8227). 


FOR FURTHER INFORMATION CONTACT: 
Donald Cahill, Classification and Value 
Division, U.S. Customs Service, 1301 
Constitution Avenue, NW., Washington, 
D.C. 20229 (202-566-8181). 


SUPPLEMENTARY INFORMATION: 


Background 


Pursuant to section 516, Tariff Act of 
1930, as amended (19 U.S.C. 1516), a 
domestic interested party petition has 
been filed with respect to the tariff 
classification of imported unfinished 
duck-type footwear. The articles, in their 
imported condition, consist of gum 
rubber rolled soles to which heels of the 
same material have been attached. The 
interiors of the footwear possess heel 
counters and textile linings, as well as 
vamps, boxed toes, quarters, molded 
portions of the uppers, shanks, and 
formed in-steps. The articles are fully _ 
and permanently lasted and they have 
been manufactured to the point that 
their shoe sizes, both as to length and 
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width, have been established. The 
unfinished footwear is completed in the 
U.S. by having the remaining portion of 
the upper stitched to it and, in some 
cases, an insole inserted. 

The described articles are currently 
classified under the provision for 
“Articles not specially provided for, of 
rubber or plastics: Other: Parts of 
Footwear,” in item 774.50, Tariff 
Schedules of the United States (TSUS; 
19 U.S.C. 1201), at 7.3 percent duty rate. 
Articles classified under this provision 
are eligible for duty-free treatment 
under this provision are eligible for 
duty-free treatment under the 
Generalized System of Preference (GSP), 
if imported from a beneficiary 
developing country. 

The petitioner contends that the 
unfinished footwear is properly 
classifiable under the provision for 
“Footwear which is over 50 percent by 
weight of rubber or plastics or over 50 
percent by weight of fibers and rubber 
or plastics with at least 10 percent by 
weight being rubber or-plastics: Hunting 
boots, galoshes, rainwear, etc. (con.)}: 

* * * Other,” in item 700.53, TSUS, 
which carries a duty rate of 37.5 percent. 
In the alternative, the petitioner 
contends that the imported articles are 
correctly classifiable under the residual 
provision for “Other footwear: * * * 
Other” in item 700.95, TSUS, which has 
a duty rate of 12.5 percent. The imported 
articles are not eligible for GSP 
treatment under these two tariff 
classifications. 

Customs current classification of the 
imported articles under the provision for 
other articles not specially provided for, 
of rubber or plastics, parts of footwear, 
is based upon past Customs rulings 
wherein unfinished footwear susceptible 
io more than one tariff classification in 
its contemplated finished condition, had 
been classified under the provision for 
parts of footwear according to 
component material of chief value, 
rather than as finished footwear under 
other provisions of the TSUS. In these 
rulings, Customs stated that General 
Interpretative Rule 10(h), TSUS, which 
provides that “unless the context 
requires otherwise, a tariff description 
for an article covers such article 
whether assembled or not assembled 
and whether finished or not finished”, 
was not applicable in cases in which the 
imported article was not susceptible of 
proper classification. The unfinished 
footwear in these cases, in their 
contemplated finished condition, would 
be classifiable under different tariff 
provisions, depending upon the nature 
of the finishing operation, i.e., whether it 
resulted in the imported article being 
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made into a shoe, boot, slipper, etc. The 
footwear was therefore deemed not 


susceptible of proper classification in its - 


condition as imported and, 
consequently, the unfinished principle of 
General Interpretative Rule 10(h), TSUS, 
was inapplicable. 

The petitioner claims that despite the 
fact that the imported articles could be 
finished into articles which would fall 
into different footwear classification 
provisions, depending upon the nature 
of the finishing operation, the imported 
articles should nevertheless be 
classifiable under tariff provisions for 
finished footwear, in accordance with 
long-recognized statutory and judicial 
principles of Customs jurisprudence. 
The petitioner states that the exclusion 
of the unfinished footwear from the 
purview of General Interpretative Rule 
10(h) and its classification under a tariff 
provision for parts of footwear, which 
disregards the finishing operation 
altogether, is unwarranted and 
unjustified. 

The petitioner further claims that 
since more than one tariff provision 
could embrace the duck-type unfinished 
footwear after the finishing operation, 
General Interpretative Rule 10{d), TSUS, 
becomes applicable in determining 
under which of the competing tariff 
provisions the imported footwear should 
be classified. Under this rule, in part, if 
two or more tariff descriptions are 
equally applicable to an article, the 
article is subject to duty under the 
description for which the original 
statutory rate is highest. Petitioner 
states that of all the finished footwear 
tariff provisions, item 700.53, TSUS, 
carries the highest original statutory 
duty rate of 75 percent for column 2 
countries and 37.5 percent for column 1 
countries. Therefore, item 700.53, TSUS, 
must be the footwear provision under 
which the imported unfinished duck- 
type footwear is classifiable. 

In the alternative, the petitioner 
argues that if Customs were to reject 
classification of the imported articles as 
finished footwear under any of the 
specific footwear provisions contained 
in items 700.05 through 700.90, TSUS, 
because they potentially satisfy more 
than one specific footwear classification 
provision, they would qualify for 
classification under item 700.95, TSUS, 
the residual footwear classification 
provision. Petitioner contends that this 
is mandated by Headnote 1 of Subpart 
A, Part 1, Schedule 7, TSUS, which 
provides that all footwear, including 
unfinished footwear, by operation of 
General Interpretative Rule 10(h), must 
be classified in Subpart A, Part 1 of 
Schedule 7, TSUS, which covers items 


700.05 through 700.95, with exceptions 
for footwear with permanently attached 
skates or snowshoes, hosiery, and 
imported knit footwear. 


Comments 


Pursuant to section 175.21(a), Customs 
Regulations (19 CFR 175.21(a)), before 
making a determination on this matter, 
Customs invites written comments from 
interested parties on the classification 
issue. The domestic interested party 
petition, as well as all comments 
received in response to this notice, will 
be available for public inspection in 
accordance with the Freedom of 
Information Act (5 U.S.C. 552) and § 1.6, 
Treasury Department Regulations (31 
CFR 1.6), and § 103.11(b), Customs 
Regulations (19 CFR 103.11(b)), on 
regular business days between the hours 
of 9:00 a.m. and 4:30 p.m. at the 
Regulations Control Branch, Room 2426, 
Customs Headquarters, 1301 
Constitution Avenue, NW., Washington, 
D.C. 20229. 

Authority: This notice is published in 
accordance with § 175.21(a), Customs 
Regulations (19 CFR 175.21(a)). 


Drafting Information 


The principal author of this document 
was Susan Terranova, Regulations 
Control Branch, U.S. Customs Service. 
However, personnel from other offices 
participated in its development. 

Alfred R. De Angelus, 
Acting Commissioner of Customs. 

Approved: November 5, 1984. 

John M. Walker, Jr., 

Assistant Secretary of the Treasury. 
[FR Doc. 84-30716 Filed 11-21-84; 8:45 am] 
BILLING CODE 4820-02-M 


DEPARTMENT OF HEALTH AND 
HUMAN SERVICES 


Food and Drug Administration 


21 CFR Part 184 
[Docket No. 82N-0239] 


Enzyme-Modified Fats; Proposed 
Affirmation of Gras Status 


AGENCY: Food and Drug Administration. 
ACTION: Proposed rule. 


SUMMARY: The Food and Drug 
Administration (FDA) is proposing to 
affirm that enzyme-modified milk 
powder, enzyme-modified butterfat, 
enzyme-modified steam-rendered 
chicken fat, and enzyme-modified 
refined beef fat are generally recognized 
as safe (GRAS) as direct human food 
ingredients. The safety of these 
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ingredients has been evaluated under a 
comprehensive safety review conducted 
by the agency. 

DATE: Comments by January 22, 1985. 


ApprEsSsS: Comments to the Dockets 
Management Branch (HFA-305), Food 
and Drug Administration, Rm. 4-62, 5600 
Fishers Lane, Rockville, MD 20857. 


FOR FURTHER INFORMATION CONTACT: 
Robert L. Martin, Center for Food Safety 
and Applied Nutrition (HFF-335), Food 
and Drug Administration, 200 C Street, 
SW., Washington, DC 20204, 202-426- 
8950. 


SUPPLEMENTARY INFORMATION: FDA is 
conducting a comprehensive review of 
human food ingredients classified as 
GRAS or subject to a prior sanction. The 
agency has issued several notices and 
proposals (see the Federal Register of 
July 26, 1973 (38 FR 20040)) initiating this 
review, under which the safety of 
enzyme-modified fats has been 
evaluated. In accordance with the . 
provisions of § 170.35 (21 CFR 170.35), 
the agency proposes to affirm the GRAS 
status of enzyme-modified milk powder, 
enzyme-modified butterfat, enzyme- 
modified steam-rendered chicken fat, 
and enzyme-modified refined beef fat. 

Enzyme-modified fats are fats derived 
from milk, butterfat, chicken fat, and 
beef fat that are rendered usable as 
food-flavoring ingredients through 
enzymatic action. Enzymatically 
produced flavors are common to many 
types of food and may either impair or 
enhance palatability. The development 
of a rancid flavor in milk from 
spontaneous lipolysis of milk is a well- 
known example of undesirable 
enzymatic action. Conversely, controlled 
lipolysis of fats may produce 
compounds that intensify or complement 
desirable food flavors. 

Lipolytic enzymes, which are used in 
lipolysis, are widely distributed in 
nature. They are found in bacteria, 
fungi, and plants as well as in the 
tissues and fluids of various animals. 
Among these enzymes are the pregastric 
esterases that have been found in the 
saliva, salivary glands, and other oral 
tissues of a number of mammalian 
species. Lipolytic enzymes are 
especially active in the hydrolysis of 
triglycerides containing short-chain fatty 
acids. The commercially desirable flavor 
from milk fat originates largely from the 
release of volatile fatty acids by 
lipolytic enzymes. 

A wide range of lipolytic enzymes are 
employed to modify fats. Industry 
surveys show that domestic enzyme- 
modified milk powder and enzyme- 
modified butterfat are produced almost 
exclusively using pregastric esterase 
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enzymes. Food-grade lipolytic enzymes, 
used in the preparation of enzyme- 
modified animal fats, are described in 
the Food Chemicals Codex, 3d Ed., pp. 
107-110, 1981. In a 1960 opinion letter, 
FDA stated that food use of lipolytic 
powders derived from the tongue of the 
kid, lamb, and calf is GRAS. 

In the 1960 opinion letter on lipolytic 
powders, FDA also stated that enzyme- 
modified milk powder and enzyme- 
modified butterfat are GRAS when the 
modified butterfat does not contain 
hydroxylated lecithin. In addition, in 
1964, FDA stated that enzyme-modified 
edible fats are GRAS. 

In 1971, the National Academy of 
Science/National Research Council 
(NAS/NRC) surveyed a representative 
cross-section of food manufacturers to 
determine the specific foods in which 
enzyme-modified edible fats are used 
and the levels of usage. The 1971 NAS/ 
NRC survey showed that enzyme- 
modified milk powder and enzyme- 
modified butterfat are used as flavors in 
such items as chocolate-flavored 
products, low-fat milk products, bakery 
products, confectionary products, dairy 
product analogs, sauces, and snack 
items. In 1975, an NAS/NRC survey 
reported that 1,400,000 kilograms (kg) of 
enzyme-modified whole milk powder 
and 120,000 kg of enzyme-modified 
butterfat were used in food. These usage 
figures correspond to an average per 
capita consumption of about 18 
milligrams per capita per day of 
enzyme-modified whole milk powder 
and 1.5 milligrams per capita per day for 
enzyme-modified butterfat. The total per 
capita intake of free fatty acid from 
enzyme-modified whole milk powder 
and from enzyme-modified butterfat 
would be about 0.26 milligram per day. 
In comparison, the average daily 
consumption of milk, butter, cheese, and 
ice cream in 1977 was reported by the 
U.S. Department of Agriculture to be 344 
grams per capita. The total per capita 
intake of free fatty acids from these 
foods would thus be about 53.2 
milligrams per day. 

No use information was reported in 
the NAS/NRC survey on enzyme- 
modified chicken fat or enzyme- 
modified beef fat. 

Enzyme-modified edible fats were the 
subject of a search of the scientific 
literature from 1920 to the present. The 
criteria used in the search were chosen 
to discover any articles that considered 
(1) chemical toxicity, (2) occupational 
hazards, (3) metabolism, (4) reaction 
products, (5) degradation products, (6) 
carcinogenicity, teratogenicity, or 
mutagenicity, (7) dose response, (8) 
reproductive effects, (9) histology, (10) 
embryology, (11) behavioral effects, (12) 


detection, and (13) processing. A total of 
173 abstracts was reviewed, and 55 
particularly pertinent reports from the 
literature survey have been summarzied 
in a scientific literature review. 
Information from the scientific 
literature review has been summarized 
in a report to FDA by the Select 
Committee on GRAS Substances (the 
Select Committee), which is composed 
of qualified scientists chosen by the Life 
Sciences Research Office of the 
Federation of American Societies for 
Experimental! Biology (FASEB). The 
members of the Select Committee have 
carefully evaluated all the available 
safety information on enzyme-modified 
fats.’ In the Select Committee's opinion: 


The whole milk powder and butterfat 
which are utilized in the preparation of the 
enzyme-modified products are commonly 
consumed foodstuffs. The animal tissues used 
for the production of lipolytic enzyme 
preparations must comply with Federal meat 
inspection requirements. 

The major products of the lipolytic action 
on whole milk powder and butterfat are small 
amounts of butyric, caproic, caprylic and 
capric acids together with some mono- and 
di-glycerides and glycerol. The estimated per 
capita intake of C.-C, fatty acids from 
enzyme-modified milk powder and butterfat 
is 0.26 mg/day. All these compounds are 
found in many commonly consumed 
foodstuffs, often in far greater amounts than 
in the products flavored with enzyme- 
modified fats. In addition to the free fatty 
acids in commonly consumed foodstuffs, 
relatively large amounts of these acids are 
liberated during normal digestion of the 
triglycerides in these foods. The amount of 
volatile fatty acids absorbed from normal 
diets is many times that contributed by food 
flavored with the enzyme preparations. Each 
of these acids has been administered to 
animals at levels several orders of magnitude 
greater than this without ill effects. 

Medium-chain length triglycerides have 
been widely employed clinically in 
malabsorptive disorders. These are readily 
hydrolyzed in the gastrointestinal tract to 
yield far greater quantities of caprylic, 
caproic, and capric acids than are present in 
enzyme-modified milk powder and butterfat. 

The Select Committee has no information 
concerning the method employed in the 
lipolytic modification of beef or chicken fat, 
the products resulting from such action, or the 
commercial utilization of this process. 


1 “Evaluation of the Health Aspects of Enzyme- 
Modified Fats as Food Ingredients,” Life Sciences 
Research Office, Federation of American Societies 
for Experimental Biology, pp. 10-14, 1981. In the 
past, the agency presented verbatim the Select 
Committee's discussion of the biological data it 
reviewed. However, because the Select Committee's 
report is available at the Dockets Management 
Branch and from the National Technical 
Information Service, and because it represents a 
significant savings to the agency in publication 
costs, FDA has decided to discontinue presenting 
the discussion in the.preamble to proposals that 
affirm GRAS status in accordance with current good 
manufacturing practice. 
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However, the major products of this 
treatment would presumably be free long- 
chain fatty acids, especially palmitic, stearic, 
oleic, and linoleic acids. Each of these acids 
is found in the free state, or produced during 
digestion, of many commonly consumed 
foodstuffs constituting a substantial portion 
of the normal diet. It is unlikely that the 
additional fatty acids liberated by the 
enzymatic processes would constitute more 
than a small fraction of their total intake by 
the consumer.? 

The Select Committee concludes that 
no evidence in the available information 
on enzyme-modified milk powder and 
on enzyme-modified butterfat 
demonstrates, or suggests resonable 
grounds to suspect, a hazard to the 
public when they are used at levels that 
are now current or that might ; 
reasonably be expected in the future.* 

The Select Committee also concludes 
that no evidence in the available 
information on enzyme-modified steam- 
rendered chicken fat and enzyme- 
modified refined beef fat demonstrates, 
or suggests reasonable grounds to 
suspect, a hazard to the public when 
these substances are used at levels that 
are now current or that might 
reasonably be expected in the future.* 

FDA has undertaken its own 
evaluation of the available information 
on enzyme-modified milk powder, 
enzyme-modified butterfat, enzyme- 
modified steam-rendered chicken fat, 
and enzyme-modified refined beef fat 
and concurs with the conclusion of the 
Select Co:nmittee. The agency therefore 
concludes that no.change in the current 
GRAS status of these ingredients is 
justified. Therefore, the agency proposes 
to affirm as GRAS the use of enzyme- 
modified milk powder, enzyme-modified 
butterfat, enzyme-modified steam- 
rendered chicken fat, and enzyme- 
modified refined beef fat. 

FDA is proposing to affirm the GRAS 
status of enzyme-modified refined beef 
fat and enzyme-modified steam- 
rendered chicken fat even though no 
information is available on their current 
use in food. The agency agrees with the 
Select Committee that the action of 
lipolytic enzymes on beef fat and 
chicken fat in the preparation of these 
enzyme-modified flavors will produce 
nontoxic free fatty acids, which are 
consumed in foodstuffs in the normal 
diet, and that the additional fatty acids 
consumed as a result of the use of 
enzyme-modified refined beef fat and 
enzyme-modified steam-rendered 
chicken fat would constitute a very 
small fraction of the total daily intake of 


2 Ibid., p. 16. 
‘[bid., p. 15. 
‘*Ibid., p. 16. 
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fatty acids by consumers. The agency 
therefore concludes that if these 


ingredients are made in accordance with 


the method of manufacture specified in 
the regulation, their use as flavoring 
agents is safe and may be affirmed as 
GRAS. 

A wide range of lipolytic enzymes can 
be used to prepare enzyme-modified 
fats. Therefore, the agency is proposing 
to permit the use of any appropriate 
GRAS enzyme in the preparation of 
enzyme-modified butterfat, enzyme- 
modified milk powder, enzyme-modified 
steam-rendered chicken fat, and 
enzyme-modified refined beef fat. 

Because no food-grade specifications 
exist for these ingredients at the present 
time, the agency will work with the 
Committee on Codex Specifications of 
the National Academy of Sciences to 
develop acceptable specifications for 
these ingredients. If acceptable 
specifications are developed, the agency 
will incorporate them into this 
regulation at a later date. Until 
specifications are developed, FDA has 
determined that the public health will be 
adequately protected if these 
commercial enzyme-modified fats 
comply with the description in the 
proposed regulation and are of food- 
grade purity (21 CFR 170.30(h)(1) and 
182.1{b){3)). 

FDA is not proposing to include in the 
GRAS affirmation regulation for these 
enzyme-modified fats the categories and 
the levels of use reported in the NAS/ 
NRC 1971 survey for these ingredients. 
Both FASEB and the agency have 
concluded that a large margin of safety 
exists for the use of these substances, 
and that a reasonably foreseeable 
increase in the level of consumption of 
these substances will not adversely 
affect human health. Therefore, the 
agency is proposing to affirm the GRAS 
status of these ingredients wher they 
are used at current good manufacturing 
practice levels in accordance with 
§ 184.1(b)(1) (21 CFR 184.1(b)(1)). To 
make clear, however, that the 
affirmation of the GRAS status of these 
substances is based on the evaluation of 
currently known uses, the proposed rule 
sets forth the technical effect that FDA 
evaluated. 

Copies of the scientific literature 
review on enzyme-modified edible fats 
and the report of the Select Committee 
are available for review at the Dockets 
Management Branch (address above) 
and may be purchased from the 
National Technical Information Service, 
5285 Port Royal Rd., Springfield, VA 
22161, as follows: 


The proposed action does not affect 
the current use of enzyme-modified milk 
powder, enzyme-modified butterfat, 
enzyme-modified steam-rendered 
chicken fat, or enzyme-modified refined 
beef fat for pet food or animal feed. 

The agency has determined pursuant 
to 21 CFR 25.24(d)(6) (proposed 
December 11, 1979; 44 FR 71742) that this 
proposed action is of a type that does 
not individually or cumulatively have a 
significant impact on the human 
environment. Therefore, neither an 
environmental assessment nor an 
environmental impact statement is 
required. 

FDA, in accordance with the 
Regulatory Flexibility Act, has 
considered the effect that this proposal 
would have on small entities including 
small businesses and has determined 
that the effect of this proposal is to 
maintain current known uses of the 
substances covered by this proposal by 
both large and small businesses. 
Therefore, FDA certifies in accordance 
with section 605(b) of the Regulatory 
Flexibility Act that no significant 
economic impact on a substantial 
number of small entities will derive from 
this action. 

In accordance with Executive Order 
12291, FDA has carefully analyzed the 
economic effects of this proposal, and 
the agency has determined that the final 
rule, if promulgated, will not be a major 
rule as defined by the Order. 


List of Subjects in 21 CFR Part 184 


Direct food ingredients, Food 
ingredients, Generally recognized as 
safe (GRAS) food ingredients. 

Therefore, under the Federal Food, 
Drug, and Cosmetic Act (secs. 201(s), 
409, 701(a), 52 Stat. 1055, 72 Stat. 1784- 
1788 as amended (21 U.S.C. 321(s), 348, 
371(a))) and under authority delegated 
to the Commissioner of Food and Drugs 
(21 CFR 5.10), it is proposed that Part 184 
be amended by adding new § 184.187, to 
read as follows: 


PART 184—DIRECT FOOD 
SUBSTANCES AFFIRMED AS 
GENERALLY RECOGNIZED AS SAFE 


§ 184.1287 Enzyme-Modified fats. 

(a) Enzyme-modified refined beef fat, 
enzyme-modified butterfat, enzyme- 
modified steam-rendered chicken fat, 
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and enzyme-modified milk powder are 
prepared from refined beef fat, butterfat, 
steam-rendered chicken fat, or milk 
powder, respectively, with enzymes that 
are generally recognized as safe (GRAS) 
for this use. The lipolysis is maintained 
at a temperature that is optimal for the 
action of the enzyme until appropriate 
acid development is attained. The 
ezymes are then inactivated. The 
resulting product is then concentrated or 
dried. 

(b) FDA is developing food-grade 
specifications for these enzyme- 
modified ingredients in cooperation with 
the National Academy of Sciences. In 
the interim, the ingredients must be of 
purity suitable for their intended use. 

(c) In accordance with § 184.1(b)(1), 
the ingredients are used in food with no 
limitation other than current good 
manufacturing practice. The affirmation 
of these ingredients as generally 
recognized as safe (GRAS) as a direct 
human food ingredients is based upon 
the following current good 
manufacturing conditions of use: 

(1) The ingredients are used as 
flavoring agents and adjuvants as 
defined in § 170.3(0)(12) of this chapter. 

(2) The ingredients are used in food at 
levels not to exceed current good 
manufacturing practice. 

The agency is unaware of any prior 
sanction for the use of these ingredients 
in foods under conditions different from 
those identified in this document. Any 
person who intends to assert or rely on 
such a sanction shall submit proof of its 
existence in response to this proposal. 
The action proposed above would 
constitute a determination that excluded 
uses would result in adulteration of the 
food in violation of section 402 of the 
Federal Food Drug and Cosmetic Act (21 
U:S.C. 342), and the failure of any person 
to come forward with proof of an 
applicable prior sanction in response to 
this proposal constitutes a waiver of the 
right to assert or rely on it later. Should 
any person submit proof of the existence 
of a prior sanction, the agency hereby 
proposes to recognize such use by 
issuing an appropriate final rule under 
Part 181 (21 CFR Part 181) or affirming it 
as GRAS under Part 184 or 186 (21 CFR 
Part 184 or 186), as appropriate. 

Interested persons may, on or before 
January 22, 1985 submit to the Dockets 
Management Branch (address above) 
written comments regarding this 
proposal. Two copies of any comments 
are to be submitted, except that 
individuals may submit one copy. 
Comments are to be identified with the 
docket number found in brackets in the 
heading of this document. Received 
comments may be seen in the office 
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above between 9 a.m. and 4 p.m., 
Monday through Friday. 

Dated: November 5, 1984. 
William F. Randolph, 
Acting Associate Commissioner for 
Regulatory Affairs. 
[FR Doc. 84-30634 Filed 11-21-84; 8:45 am] 
BILLING CODE 4160-01-M 


DEPARTMENT OF THE TREASURY 
internal Revenue Service 

26 CFR Parts 41 and 48 

{LR-31-83] 


Heavy Vehicle Use Tax; Credits and 
Refunds of the Tax on Diesel Fuel; 
Correction 


AGENCY: Internal Revenue Service, 
Treasury. 
ACTION: Correction to proposed rule. 


SUMMARY: This document contains 
corrections to the Federal Register 
publication beginning at 49 FR 44300, 
November 6, 1984, of the proposed 
regulations relating to the imposition of 
tax on the use of heavy vehicles and 
relating to credits and refunds of the tax 
imposed on the sale of diesel fuel. 


EFFECTIVE DATES: The proposed 
amendments that are the subject of 
these corrections are to be effective 
after June 30, 1984, except as otherwise 
provided. These corrections are to be 
effective with respect to the same dates. 


FOR FURTHER INFORMATION CONTACT: 

B. Faye Easley of the Legislation and 
Regulations Division, Office of Chief 
Counsel, Internal Revenue Service, 1111 
Constitution Avenue, N.W., Washington, 
D.C. 20224, Attention: CC:LR:T, 
telephone 202-566-3935 (not a toll-free 
call). 

SUPPLEMENTARY INFORMATION: 


Background 


On November 6, 1984, the Federal 
Register published proposed 
amendments to the Excise Tax 
Regulations (26 CFR Part 41) under 
sections 4481, 4482, and 4483 of the 
Internal Revenue Code of 1954. These 
amendments were proposed to conform 
the regulations to section 513 of the 
Highway Revenue Act of 1982 (Title V of 
the Surface Transportation Assistance 
Act of 1982) (Pub. L. 97-424, 96 Stat. 
2177) and sections 901, 902, and 903 of 
the Tax Reform Act of 1984 (Division A 
of the Deficit Reduction Act of 1984) 
(Pub. L. 98-369, 98 Stat. 1003). The 
document also contained proposed 
amendments to the Excise Tax 
Regulations (26 CFR Part 48) under 


section 6427 (b)(2) of the Code relating 
to an exemption from the tax imposed 
by section 4041 of the Code in the case 
of fuel used in certain buses, and under 
section 6427 (g) of the Code relating to a 
credit or refund to original purchasers of 
diesel-powered automobiles and light 
trucks. These last two amendments 
were proposed to conform the 
regulations to sections 911 (b) and 915 of 
the Tax Reform Act of 1984, 
respectively. 


Need for Correction 


As published, the notice of proposed 
rulemaking incorrectly includes the 
language “and requests to speak at the 
public hearing” in two locations. These 
errors appear on page 44300, in the first 
sentence under the heading “DATES”, 
immediately following the language 
“Written comments” and preceding the 
language “must be delivered or mailed 
by December 6, 1984”; and in the first 
sentence under the heading “ADDRESS”, 
immediately following the language 
“Send comments” and preceding the 
word “to”. 


Correction of Publication 


Accordingly, the publication of the 
notice of proposed rulemaking which 
was the subject of FR Doc. 84-29182, is 
corrected as follows: 

Paragraph 1. On page 44300, in the 
first sentence under the heading 
“DATES”, the language “and requests to 
speak at the public hearing” is removed 
immediately following the language 
“Written comments” and preceding the 
language “must be delivered or mailed 
by December 6, 1984”. 

Paragraph 2. On page 44300, in the 
first sentence under the heading 
“ADDRESS”, the language “and requests 
to speak at the public hearing” is 
removed immediately following the 
language “Send comments” and 
preceding the word “to”. 

George H. Jelly, 

Director, Legislation and Regulations 
Division. 

[FR Doc. 84-30454 Filed 11-21-84; 8:45 am] 
BILLING CODE 4830-01-M 


DEPARTMENT OF THE INTERIOR 


Office of Surface Mining Reclamation 
and Enforcement 


30 CFR Part 914 


Indiana Permanent Regulatory 
Program 


AGENCY: Office of Surface Mining 
Reclamation and Enforcement (OSM), 
Interior. 
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ACTION: Reopening and extension of 
public comment period. 


SUMMARY: On May 29, 1984, the Indiana 
Department of Natural Resources 
submitted to OSM a proposed 
amendment consisting of modifications 
to the Indiana regulations pertaining to 
procedures to be followed in conducting 
administrative hearings pursuant to the 
Indiana Administrative Adjudication 
Act, IC-4-22-1. 

OSM published a notice in the Federal 
Register on June 26, 1984, announcing 
receipt of the amendment and inviting 
public comment on the adequacy of the 
proposed amendment (49 CFR 26106). 
The public comment period ended July 
26, 1984. During its review of Indiana's 
proposed amendment, OSM identified 
several concerns relating to the 
proposed provisions. OSM notified 
Indiana of its concerns and in letters 
dated October 25, and November 5, 
1984, Indiana responded by submitting 
additional information and explanation 
concerning its proposed amendment. 
Accordingly OSM is reopening and 
extending the comment period for 15 
days on Indiana's proposed amendment 
and explanatory information. This 
action is being taken to provide the 
public an opportunity to reconsider the 
adequacy of the proposed amendment in 
light of the additional information. - 


DATE: Written comments relating to 
Indiana's proposed modification of its 
program not received on or before 4:00 
p.m. on December 10, 1984, will not 
necessarily be considered in the 
Director’s decision to approve or 
disapprove the proposed program 
modifications. 


ADDRESSES: Written comments should 
be mailed or hand-delivered to: Mr. 
Richard D. McNabb, Director, Indiana 
Field Office, Office of Surface Mining 
Reclamation and Enforcement, Federal 
Building and U.S. Courthouse, Room 522, 
46 East Ohio Street, Indianapolis, 
Indiana 46204; Telephone: (317) 269- 
2600. 

Copies of the Indiana program, the 
proposed amendment, and all written 
comments received in response to this 
notice will be available for review at the 
OSM offices and the Office of the State 
Regulatory Authority listed below, 
Monday through Friday, 8:00 a.m. to 4:00 
p.m. excluding holidays. Each requestor 
may receive, free of charge, one single 
copy of the proposed amendment from 
OSM’s Indianapolis Field Office listed 
below. 

Office of Surface Mining Reclamation 
and Enforcement, Room 5124, 1100 L 
Street, NW., Washington, D.C. 20240. 
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Office of Surface Mining Reclamation 
and Enforcement, Federal Building and 
U.S. Courthouse, Room 522, 46 East Ohio 
Street, Indianapolis, Indiana. Indiana 
Department of Natural Resources, 608 
State Office Building, Indianapolis, 
Indiana 46204. 

FOR FURTHER INFORMATION CONTACT: 
Mr. Richard D. McNabb, Director, 
Indianapolis Field Office, Office of 
Surface Mining Reclamation and 
Enforcement, Federal Building and U.S. 
Courthouse, Room 522, 46 East Ohio 
Street, Indianapolis, Indiana 46204; 
Telephone: (317) 269-2600. 
SUPPLEMENTARY INFORMATION: 
Information regarding the general 
background on the Indiana State 
Program, including the Secretary's 
Findings, the disposition of comments 
and a detailed explanation of the 
conditions of approval of the Indiana 
program can be found in the July 26, 
1982 Federal Register (47 FR 32071- 
32108). 

On May 29, 1984, the Director, Indiana 
Department of Natural Resources, 
submitted to OSM pursuant to 30 CFR 
732.17, a proposed State program 
amendment for approval. OSM 
announced receipt of the amendment 
and initiated a public comment period 
on June 26, 1984 (49 FR 26106). The 
public comment period ended on July 26, 
1984. A public hearing scheduled for July 
23, 1984, was not held because no one 
expressed a desire to present testimony. 

During the review of the Indiana's 
proposed amendment, OSM identified 
the following concerns: 

1. The proposed Indiana rules 310 LAC 
0.5-1-8(a) and 0.5-1-9(c) appeared 
contradictory as to requirements for 
filing of a response to an amended 
claim. OSM requested clarification. 

2. Indiana's proposed rule 310 IAC 
0.5-1-14{a) seemed to be less inclusive 
than Federal rule 43 CFR 4.1110 with 
regard to persons to be permitted to 
intervene in an action. Federal rules say 
that a person with a statutory right or 
who has an interest that is or may be 
adversely affected by the outcome of a 
proceeding must be granted 
intervention. The State rule would 
require the hearing officer to permit 
intervention to a person with a statutory 
right or where the person wil/ be 
affected under the Administrative 
Adjudication Act. 

3. Proposed Indiana rule 310 IAC 0.5- 
1-16 does not authorize the filing of a 
petition seeking award of costs and 
expenses as does Federal rule 43 CFR 
4.1290. Also, 310 IAC 0.5—-1-16 is not 
explicit as to whether awards may be 
made against the permittee or the State. 
Finally, Indiana’s proposed rules for 


eligibility of award at 310 IAC 0.5-1- 
16(a}(2) may be more restrictive than the 
Federal rules. 

OSM notified Indiana of these concerns 
in a letter dated September 17, 1984, and 
Indiana responded in letters dated 
October 25, and November 5, 1984, by 
submitting additional information on 
and explanation of its proposed 
amendment. 

The full text of the proposed program 
amendment and the additional material 
are available for review at the locations 
listed above under “ADDRESSES”. 
Accordingly, the Director, OSM, is not 
seeking public comments on the 
adequacy of the State’s submissions. 
The public comment period is hereby . 
extended to December 10, 1984. All 
comments should be submitted to the 
location shown above under ADDRESSES 
in order to be considered by the Director 
in his decision on the program 
amendment. 


List of Subjects in 30 CFR Part 914 


Coal mining, Intergovernmental 
relations, Surface mining, Underground 
mining. 

Authority: Pub. L. 95-87, Surface Mining 
Control and Reclamation Act of 1977 (30 
U.S.C. 1201 et seg.). 

Dated: November 17, 1984. 

William B. Schmidt, 

Assistant Director, Program Operations and 
Inspection. 

{FR Doc. 84-30730 Filed 11-21-84; 8:45 am] 

BILLING CODE 4310-05-M 


30 CFR Part 948 


West Virginia Permanent Regulatory 
Program; Review of State Program 
Amendment 


AGENCY: Office of Surface Mining 
Reclamation and Enforcement (OSM), 
Interior. 

ACTION: Reopening and extension of 
public comment period. 


SUMMARY: OSM is reopening the period 
for review and comment on an 
amendment submitted by the State of 
West Virginia to its permanent 
regulatory program which was 
conditionally approved by the Secretary 
of the Interior under the Surface Mining 
Control and Reclamation Act of 1977 
(SMCRA). Specifically, OSM is 
reopening the comment period to allow 
the public sufficient time to consider 
and comment on modifications 
submitted by West Virginia on October 
30, 1984, to an amendment which was 
originally submitted by the State on 
March 30, 1984, and was intended to 
satisfy the remaining fifteen conditions 
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of approval imposed by the Secretary on 
the State’s permanent program. The 
proposed amendment contains revisions 
to the State’s surface mining and coal 
refuse disposal regulations which are 
intended to satisfy preliminary findings 
made by OSM on August 21, 1984, 
concerning the State's initial 
amendment. Also, the amendment 
contains revised civil penalty 
assessment procedures which were 
developed by the State to identify 
assessable and non-assessable 
violations and to satisfy concerns raised 
by OSM regarding the State’s 
implementation of its approved civil 
penalty system. 

This notice sets forth the times and 
locations that the West Virginia 
program and proposed amendment are 
available for public inspection, the 
comment period during which interested 
persons may submit written comments 
on the proposed amendment, and the 
procedures that will be followed 
regarding the public hearing. 


DATES: Written comments not received 
on or before 4:00 p.m. on December 24, 
1984 will not necessarily be considered. 
A public hearing on the proposal will be 
held from 7:00 p.m. to 9:00 p.m. on 
December 17, 1984, at the OSM 
Charleston Field Office listed below 
under ADDRESSES. Any person 
interested in making an oral written 
presentation at the hearing should 
contact Mr. John Heider at the OSM 
Charleston Field Office by the close of 
business on or before the fifth day prior 
to the hearing. If no one has contacted 
Mr. Heider to express an interest in 
participating in the hearing by that date. 
the hearing will not be held. If only one 
person has so contacted Mr. Heider, a 
public meeting, rather than a hearing, 
may be held and the results of the 
meeting included in the Administrative 
Record. 


ADDRESSES: Written comments should 
be mailed or hand delivered to: Office of 
Surface Mining Reclamation and 
Enforcement, Charleston Field Office, 
603 Morris Street, Charleston, West 
Virginia 25301. Attention: West Virginia 
Administrative Record. 

See SUPPLEMENTARY INFORMATION for 
addresses where copies of the West 
Virginia program amendment and 
administrative record on the West 
Virginia program are available. Each 
requestor may receive, free of charge, 
one single copy of the proposed program 
amendent by contacting the OSM 
Charleston Field Office listed above. 


FOR FURTHER INFORMATION CONTACT: 
John Heider, Acting Director, Charleston 
Field Office, Office of Surface Mining 





Federal Register / Voi. 49, No. 227 / Friday, November 23, 1984 / Proposed Rules 


Reclamation and Enforcement, 603 
Morris Street, Charleston, West Virginia 
25301. Telephone: (304) 347-7158. 
SUPPLEMENTARY INFORMATION: Copies 
of the West Virginia program 
amendment, the West Virginia program 
and the administrative record on the 
West Virginia program are available for 
public review and copying at the OSM 
offices and the office of the State 
regulatory authority listed below, 
Monday through Friday, 9:00 a.m. to 4:00 
p.m., excluding holidays: 

Office of Surface Mining Reclamation 
and Enforcement, Charleston Field 
Office, 603 Morris Street, Charleston, 
West Virginia 25301. Telephone: (304) 
347-7158. 

Office of Surface Mining Reclamation 
and Enforcement, 1100 “L” Street, 
NW., Room 5124, Washington, D.C. 
20240. Telephone: (202) 343-7896 

West Virginia Department of Natural 
Resources, Room 630, Building 3, 1800 
Washington Street, East, Charleston, 
West Virginia 25305. Telephone: (304) 
348-9160 
In addition, copies of the amendment 

are available for inspection and copying 

during regular business hours at the 
following locations: 

Office of Surface Mining Reclamation 
and Enforcement, Morgantown Area 
Office, 75 High Street, Room 229, 
Morgantown, West Virginia 26505. 
Telephone: (304) 291-4004 

Office of Surface Mining Reclamation 
and Enforcement, Beckley Area 
Office, 119 Appalachian Drive, 
Beckley, West Virginia 25801. 
Telephone: (304) 255-5265 
The West Virginia program was 

conditionally approved by the Secretary 

of the Interior on January 21, 1981 (46 FR 

5915-5956). 

On March 30, 1984, West Virginia 
submitted an amendment to OSM which 
was intended to satisfy the remaining 
fifteen conditions of approval 
concerning auger mining, coal refuse 
disposal, blasting, transfer of wells, 
permit approval, revegetation, 
suspension or revocation of permits, 
stabilization of rills and guilles, 
subsidence, Mine Safety and Hea!th 
Administration (MSHA) approval of 
permit applications and exemption for 
coal extraction incident to a 
government-financed highway or other 
construction (Administrative Record No. 
WV 567). 

On May 8, 1984, OSM announced in 
the Federal Register receipt of the 
amendment, procedures for public 
comment and an opportunity for a 
public hearing (49 FR 19525-19527). A 
public hearing scheduled for May 28, 
1984, was not held because no one 


requested the hearing. The public 
comment period ended on June 7, 1984. 

Following the public comment peric¢. 
on August 21, 1984, OSM provided the 
State a list of deficiencies found in the 
amendment. West Virginia was given an 
opportunity to submit proposed 
emergency rule changes, policy 
statements, clarifying legal opinions or 
other evidence proving that the State's 
proposed modifications were no less 
effective than the Federal requirements 
(Administrative Record No. WV 593). 

On October 30, 1984, West Virginia 
submitted modifications to its initial 
amendment of March 30, 1984. The 
proposed amendment consists of 
revisions to the State’s surface mining 
and coal refuse disposal regulations and 
modifications to its permit addendum 
form and its approval letter for coal 
exploration involving the removal of 
more than 250 tons. In addition, the 
State provided OSM a copy of its 
revised civil penalty procedures which 
included a Cade of Violations for 
determining assessable and non- 
assessable violations (Administrative 
Record No. 601). ? 

Although the State’s civil penalty 
system was approved by the Secretary 
on November 16, 1983 (47 FR 52034- 
52054), West Virginia has not fully 
implemented its approved system. As a 
result, approximately 4,200 violations 
had not been reviewed by the State for 
civil penalty assessment as of June 30, 
1984. On June 7, 1984, OSM notified 
West Virginia of its concern regarding 
the State's failure to implement its 
approved civil penalty system. A 
meeting was held on June 29, 1984, to 
discuss the concerns raised in the June 
7th letter and several meetings were 
held subsequent to the initial meeting 
which resulted in the State’s submission 
of its revised civil penalty procedures 
(Administrative Record Nos. WV 588, 
589, 590, 602, 603 and 604). 

In accordance with the provisions of 
30 CFR 732.17, OSM is now seeking 
comments from the public on the 
adequacy of the proposed revisions to 
West Virginia’s initial amendment of 
March 30, 1984. Because the Director of 
OSM finds that the scope of the 
proposed amendment has been 
expanded beyond that of the initial 
amendment, a 30 day public comment 
has been provided and a public hearing 
will be held upon request to receive 
comments on the proposed amendment. 


Authority: Pub. L. 95-87, Surface Mining 
Control and Reclamation Act of 1977 (30 
U.S.C. 1201 et seg.}. 


Dated: November 17, 1984. 
William B. Schmidi, 
Assistant Director, Program Operations and 
Inspection. 
[FR Doc. 84-30731 Filed 11-21-84; 8:45 am} 
BILLING CODE 4310-05- 


DEPARTMENT OF EDUCATION 
34 CFR Par’ 280 


Magnet Schools Assistance Program 


AGENCY: Department of Education. 
ACTION: Notice of proposed rulemaking. 


SUMMARY: The Secretary proposes 
regulations to implement the Magnet 
Schools Assistance Program. The 
program is authorized by Title VII of the 
Education for Economic Security Act 
(Pub. L. 98-377). The purpose of these 
proposed regulations is to ensure that 
awards effectively facilitate the ability 
of local educational agencies (LEAs) to 
establish and operate magnet schools 
that are part of approved desegregation 
plans and that are designed to bring 
together students from different social, 
economic, ethnic, and racial 
backgrounds. 

DATES: Comments must be received on 
or before January 7, 1985. 

AppRESS: Comments should be 
addressed to M. Patricia Goins, Division 
of Educational Support, U.S. Department 
of Education (Room 2007, FOB-6), 400 
Maryland Avenue SW., Washington, 
D.C. 20202. 

FOR FURTHER INFORMATION CONTACT: 

M. Patricia Goins. Telephone: (202) 245- 
7965. 

SUPPLEMENTARY INFORMATION: 


Overview of the Magnet Schools 
Assistance Program 


Title VU of the Education for 
Economic Security Act (Act) authorizes 
the Magnet Schools Assistance Program 
for fiscal years 1984, 1985, and 1986. 

The purpose of the magnet schools 
program is to (1) provide financial 
assistance to eligible LEAs to enable 
those agencies to establish and operate 
magnet schools; (2) meet the special 
needs incident to the elimination of 
minority group segregation and 
discrimination among students and 
faculty in elementary and secondary 
schools; (3) encourage the voluntary 
elimination, reduction, or prevention of 
minority group isolation in elementary 
and secondary schools with substantial 
proportions of minority group students; 
and (4) encourage the development of 
courses of instruction within magnet 
schools that will substantially 
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strengthen the knowledge of academic 
subjects and the grasp of tangible and 
marketable vocational skills of students 
attending those schools. The Act defines 
a magnet school as “a school or 
education center that offers a special 
curriculum capable of attracting 
substantial numbers of students of 
different racial backgrounds.” 


Summary of Major Provisions of the 
Proposed Regulations 


An LEA may establish eligibility for 
assistance in several ways. Based on 
Section 702(1) of the Act, the NPRM 
provides that an LEA is eligible for 
assistance if it received $1,000,000 less 
under Chapter 2 of the Education 
Consolidation and Improvement Act in 
fiscal year 1982 than it received in the 
preceding year under the Emergency 
School Aid Act (ESAA). In addition, an 
LEA is eligible for assistance if it has a 
desegregation plan that was ordered by 
a court or by a State agency or official of 
competent jurisdiction, or that is 
approved by the Secretary as adequate 
under Title VI of the Civil Rights Act of 
1964. An LEA may submit a 
desegregation plan for the Secretary's 
approval with its application. Technical 
assistance in developing a desegregation 
plan is available from the Department's 
Office for Civil Rights. 

The NPRM also implements the 
statutory requirement that each magnet 
school assisted under this program must 
be part of an approved desegregation 
plan. An LEA that is eligible for 
assistance based on its loss of $1,000,000 
under Chapter 2 may meet this 
requirement by showing that its magnet 
school(s) is part of a plan that 
established the LEA's eligibility under 
ESAA, if the LEA is continuing to 
implement the plan. If the LEA is no 
longer implementing the plan, it must 
submit a new plan to the Secretary for 
approval. An LEA that is eligible for 
assistance based on having an approved 
desegregation plan, as described in the 
preceding paragraph, may meet this 
requirement by showing that the magnet 
school(s) for which it seeks assistance is 
part of its approved desegregation plan. 

Section 708 of the Act directs the 
Secretary in approving applications to 
give special consideration to (1) the 
recentness of the implementation of the 
approved plan or modification of the 
plan; (2) the proportion of minority 
group children involved in the approved 
plan; (3) the need for assistance based 
on the expense or difficulty of 
effectively carrying out an approved 
plan and the program or projects for 
which assistance is sought; and (4) the 
degree to which the program or project 
for which assistance is sought affords 


promise of achieving the purposes of the 
Magnet Schools Assistance Program. 
Section 280.32 implements the special 
consideration requirements contained in 
the Act by proposing additional points 
to be awarded based on the four special 
consideration factors. The Secretary 
particularly invites public comment on 

§ 280.32(a) of the proposed regulations, 
which describes the special 
consideration the Secretary proposes to 
give to the recentness of implementation 
by an LEA of its approved desegregation 
plan or modification. The Secretary is 
interested in receiving comments on the 
proposed categories of recentness of the 
plan or plan modification—not more 
than five years, more than five but not 
more than ten years, more than ten but 
not more than fifteen, and more than 
fifteen years—and on the number of 
special consideration points associated 
with each category. 

Originally, the Act contained a 
provision (Section 711(b)) that required 
the Secretary to implement a bypass if 
an LEA did not provide for the 
participation in magnet schools 
programs on an equitable basis of 
children and staff of private nonprofit 
elementary and secondary schools. 
Congress has since amended the Act by 
deleting this provision. Therefore, these 
proposed regulations do not contain 
requirements relating to the 
participation children and staff of 
private schools. 

The Education Department General 
Administrative Regulations (EDGAR) in 
34 CFR Parts 74, 75, 77, 78, and 79 apply 
to this program. 


Executive Order 12291 


These proposed regulations have been 
reviewed in accordance with Executive 
Order 12291. They are not classified as 
major because they do not meet the 
criteria for major regulations established 
in the Order. 


Regulatory Flexibility Act Certification 


The Secretary certifies that these 
proposed regulations will not have a 
significant economic impact on a 
substantial number of small entities. 

The small entities affected by this 
program are LEAs. The regulations do 
not impose burdensome reporting or 
recordkeeping requirements and will not 
have a significant economic impact on 
the limited number of LEAs affected. 


Paperwork Reduction Act of 1980 


The information collection 
requirements contained in § 280.20 of 
these proposed regulations will be sent 


to the Office of Management and Budget 


for review under the provisions of the 
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Paperwork Reduction Act of 1980 (Pub. 
L. 96-511). 

A copy of any comments that concern 
only information collection requirements 
should be sent to the Office of 
Information and Regulatory Affairs, 
Office of Management and Budget, New 
Executive Office Building, Room 3208, 
17th Street and Pennsylvania Avenue 
NW., Washington, D.C., 20503. 
Attention: Desk Officer for the U.S. 
Department of Education. 

All other comments regarding these 
proposed regulations should be sent to 
the Department of Education at the 
address given at the beginning of this 
preamble. 


Intergovernmental Review 


This program is subject to the 
requirements of Executive Order 12372 
and the regulations in 34 CFR Part 79. 
The objective of the Executive Order is 
to foster an intergovernmental 
partnership and a strengthened 
federalism by relying on State and local 
processes for State and local 
government coordination and review of 
proposed Federal financial assistance. 

In accordance with the Order, this 
document is intended to provide early 
notification of the Department's specific 
plans and actions for this program. 


Invitation To Comment 


Interested persons are invited to 
submit comments and recommendations 
regarding these proposed regulations. 

All comments submitted in response 
to these proposed regulations will be 
available for public inspection, during 
and after the comment period, in Room 
2007, FOB-6, 400 Maryland Avenue SW., 
Washington, D.C., between the hours of 
8:30 a.m. and 4:00 p.m., Monday through 
Friday of each week except Federal 
holidays. 

To assist the Department in complying 
with the specific requirements of 
Executive Order 12291 and the 
Paperwork Reduction Act of 1980 and 
their overall requirement of reducing 
regulatory burden, public comment is 
invited on whether there may be further 
opportunities to reduce any regulatory 
burdens found in these proposed 
regulations. 


List of Subjects in 34 CFR Part 280 


Civil rights, Desegregation, Education, 
Education Department, Elementary and 
secondary education, Grant programs- 
education, Magnet schools. 


Citation of Legal Authority 


A citation of statutory or other legal 
authority is placed in parentheses on the 
line following each substantive 
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provision of these proposed regulations. 
The citation is the appropriate section of 
the Act (Title VII of the Education for 
Economic Security Act, Pub. L. 98-377). 


(Catalog of Federal Domestic Assistance 
number 84.165, Magnet Schools Assistance 
Program.) 

Dated: November 16, 1984. 
T. H. Bell, 
Secreiary of Education. 


The Secretary proposes to amend 
Title 34 of the Code of Federal 
Regulations by adding a new Part 280 to 
read as follows: 


PART 280—MAGNET SCHOOLS 
ASSISTANCE PROGRAM 


Subpart A—General 


Sec. 

280.1 What is the Magnet Schools 
Assistance Program? 

280.2 Who is eligible to apply for a grant? 

280.3 What regulations apply to this 
program? 

280.4 What definitions apply to this 
program? 


Subpart B—What Types of Projects Does 
the Secretary Assist under This Program? 


280.10 What types of projects does the 
Secretary assist? 


Subpart C—How Does One Apply for a 
Grant? 


280.20 How does one apply for a grant? 


Subpart D—How Does the Secretary Make 

a Grant? 

280.30 How does the Secretary evaluate an 
application? 

280.31 What selection criteria does the 
Secretary use? 

280.32 How is special consideration given to 
applicants? 


Subpart E—What Conditions Must Be Met 

by a Grantee? 

280.40 What are the limitations on 
allowable costs? 


Subpart F—May a State Reduce Aid to an 

LEA that Receives a Grant under This 

Program? 

280.50 May a State reduce the amount of aid 
it gives to an LEA? 

Authority: Title VII of the Education for 
Economic Security Act, Pub. L. 98-377, 98 
Stat. 1299-1302 (20 U.S.C. 4051-4062), unless 
otherwise noted. 


Subpart A—Generai 


§ 280.1 What is the Magnet Schoois 
Assistance Program? 


The Magnet Schools Assistance 
Program provides grants to eligible local 
educational agencies (LEAs) for use in 
magnet schools that are part of an 
approved desegregation plan and that 
are designed to bring students from 
different social, economic, ethnic, and 


racial backgrounds together. The 
purposes of the program are to— 

(a) Provide financial assistance to 
eligible LEAs to enable them to 
establish and operate magnet schools; 

(b) Meet the special needs incident to 
the elimination of minority group 
segregation and discrimination among 
students and faculty in elementary and 
secondary schools; 

(c) Encourage the voluntary 
elimination, reduction, or prevention of 
minority group isolation in elementary 
and secondary schools with substantial 
proportions of minority group students; 
and 

(d) Encourage the development of 
courses of instruction within magnet 
schools that will substantially 
strengthen the knowledge of academic 
subjects and the grasp of tangible and 
marketable vocational skills of students 
attending these schools. 


(Section 703} 


§ 280.2 Who is eligible to apply for a 
grant? 

An LEA is eligible to receive 
assistance under this part if the LEA— 

(a) Received $1,000,000 less under 
Chapter 2 of the Education 
Consolidation and Improvement Act 
(ECIA) in fiscal year 1982 than it 
received in fiscal year 1981 under the 
Emergency School Aid Act (ESAA); 

(b) Is implementing a plan undertaken 
pursuant to a final order of a court of the 
United States, or a court of any State, or 
any other State agency or official of 
competent jurisdiction, and the order 
requires the desegregation of minority 
group segregated children or faculty in 
the elementary and secondary schools 
of that agency; or 

(c) Adopted and is implemented on a 
voluntary basis—or will, if assistance is 
made available to it under this part, 
adopt and implement—a plan that has 
been approved by the Secretary as 
adequate under Title VI of the Civil 
Rights Act of 1964 for the desegregation 
of minority group segregated children or 
faculty in its schools. 


(Section 702) 


§ 280.3 What regulations apply to this 
program? 

The following regulations apply to the 
Magnet Schools Assistance Program: 

(a) The Education Department 
General Administrative Regulations 
(EDGAR), 34 CFR Parts 74, 75, 77, 78, 
and 79. 

(b) The regulations in this Part 280. 


(Sections 701-712) 


46171 


§ 280.4 What definitions apply to this 
program? 

(a) Definitions in EDGAR: The 
following terms used in this part are 
defined in 34 CFR Part 77: 
Application 
EDGAR 
Elementary school 
Local educational agency 
Nonprofit 
Secondary school 
State 


(b) Definitions that apply to this 
program: The following definitions also 
apply to this part: 

“Act” means Title VII of the 
Education for Economic Security Act, 
Pub. L. 98-377. 

“Implementation date” means the 
date of the first change in the enrollment 
of a school as a resuit of the plan or a 
modification of the plan, or, in the case 
of a plan for the desegregation of 
minority group segregated faculty, the 
first reassignment of a faculty member 
as a result of the plan or a modification 
of the plan. 

‘Magnet school” means a school or 
education center that offers a special 
curriculum capable of attracting 
substantial numbers of students of 
different racial backgrounds. 

“Minority group” means the following: 

(1) American Indian or Alaskan 
Native. A person having origins in any 
of the original peoples of North America, 
and who maintains cultural 
identification through tribal affiliation or 
community recognition. 

(2) Asian or Pacific Islander. A person 
having origins in any of the original 
peoples of the Far East, Southeast Asia, 
the Indian subcontinent, or the Pacific 
Islands. This area includes, for example, 
China, India, Korea, the Philippine 
Islands, and Samoa. 

(3) Black (Not of Hispanic Origin). A 
person having origins in any of the black 
racial groups of Africa. 

(4) Hispanic. A person of Mexican, 
Puerto Rican, Cuban, Central or South 
American, or other Spanish culture or 
origin, regardless of race. 

“Special curriculum” means a course 
of study embracing subject matter or a 
teaching methodology that is not 
generally offered to students of the same 
age or grade level in the same LEA, as 
the students to whom the special 
curriculum is offered in the magnet 
schools. This term does not include— 

(1) A course of study or a part of a 
course of study designed solely to 
provide basic educational services to 
handicapped students or to students of 
limited English-speaking ability; 

(2) A course of study or a part of a 
course of study in which any student is 
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unable to participate because of his or 
her limited English-speaking ability; 

(3) A course of study or a part of a 
course of study in which any student is 
unable to participate because of his or 
her limited financial resources; or 

(4) A course of study or a part of a 
course of study that fails to provide for a 
participating student's meeting the 
requirements for completion of 
elementary or secondary education in 
the same period as other students 
enrolled in the applicant's schools. 


(Sections 701-712) 


Subpart B—What Types of Projects 
Does the Secretary Assist Under This 


Program? 


§ 280.10 What types of projects does the 
Secretary assist? 

(a) The Secretary funds applications 
proposing projects for planning and 
conducting programs in magnet schools 
that are part of an approved 
desegregation plan and that are 
designed to bring students from different 
social, economic, ethnic, and racial 
backgrounds together. For the purposes 
of this part, an approved desegregation 
plan is— 

(1) A desegregation plan described in 
§ 280.2 (b) or (c); or 

(2) A plan that the applicant used to 
establish its eligibility under section 
606(a)}(1) of the ESAA and that the 
applicant is continuing to implement. 

(b) The Secretary assists projects that 
include one or more of the following: 

(1) Courses of academic instruction 
offered at magnet schools. 

(2) Courses of instruction in magnet 
schools offering secondary education or 
vocational education that are designed 
to increase the tangible and marketable 
skills of secondary school students and 
vocational school students. 

(3) Purchase of books, materials, and 
equipment, including computers, that 
contribute directly to academic 
excellence and the purposes of this part. 

(4) Payment or subsidization of the 
compensation of elementary and 
secondary school teachers in magnet 
schools who are certified or licensed by 
the State and who are necessary to 
carry out the courses of instruction for 
which assistance is sought. 

(c) In addition to the activities 
described in paragraph (b) of this 
section, a project may include planning 
activities subject to the restrictions in 
§ 280.40(a). 


(Section 706) 


Subpart C—How Does One Apply for a 
Grant? 


§ 280.20 How does one apply for a grant? 

(a) Each eligible LEA that desires to 
receive assistance under this part shall 
submit an annual application to the 
Secretary. 

(b) In its application, the LEA shall 
certify that it agrees to— 

(1) Use funds made available under 
this part for the purposes specified in 


_ section 703 of the Act; 


(2) Employ teachers in the courses of 
instruction assisted under this part who 
are certified or licensed by the State to 
teach the subject matter of the courses 
of instruction; 

(3) Provide assurances that the LEA 
will not engage in discrimination based 
upon race, religion, color, or national 
origin in the hiring, promotion, or 
assignment of employees of the agency 
or other personnel for whom the agency 
has any administrative responsibility; 

(4) Provide assurances that the LEA 
will not engage in discrimination based 
upon race, religion, color, or national 
origin in the mandatory assignment of 
students to schools or to courses of 
instruction within schools of the agency 
except to carry out the approved plan; 

(5) Provide assurances that the LEA 
will not engage in discrimination based 
upon race, religion, color, or national 
origin in designing or operating 
extracurricular activities for students; 
and 

(6) Provide such other assurances as 
the Secretary determines necessary to 
carry out the provisions of this part. 

(c) The application must contain 
information necessary to enable the 
Assistant Secretary for Civil Rights to 
determine whether the assurances 
contained in paragraphs (b) (3), (4), and 
(5) of this section will be met. 

(d) The application must include a 
copy of— 

(1) The LEA's approved desegregation 
plan; or 

(2) The desegregation plan the LEA is 
submitting for approval. 


(Section 707) 


Subpart D—How Does the Secretary 
Make a Grant? 


§ 280.30 How does the Secretary evaluate 
an application? 

(a) The Secretary evaluates an 
application submitted under this part on 
the basis of the criteria in § 280.31 and 
the special consideration factors in 
§ 280.32. 

(b) The Secretary awards up to 100 
points for the extent to which an 
application meets the criteria described 
in § 280.31. The maximum possible 
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points for each complete criterion are 
indicated in parentheses after the 
heading for that criterion. 

(c) The Secretary then awards up to 
40 additional points based upon the 
special consideration factors in § 280.32. 


(Sections 701-712) 


§ 280.31 What selection criteria does the 
Secretary use? 

The Secretary uses the following 
selection criteria in evaluating each 
application: 

(a) Plan of operation. (20 points) 

(1) The Secretary reviews each 
application for information that shows 
the quality of the plan of operation for 
the project. 

(2) The Secretary looks for 
information that shows— 

(i) An effective plan of management 
that ensures proper and efficient 
administration of the project; 

(ii) A clear description of how the 
objectives of the project relate to the 
purposes of the program; 

(iii) The way the applicant plans to 
use its resources and personnel to 
achieve each objective; and 

(iv) A clear description of how the 
applicant will provide equal access and 
treatment for eligible project 
participants who are members of groups 
that have been traditionally 
underrepresented, such as— 

(A) Members of racial or ethnic 
minority groups; 

(B) Women; 

(C) Handicapped persons; and 

(D) The elderly. 

(b) Quality of key personnel. (20 
points) 

(1) The Secretary reviews each 
application for information that shows 
the qualifications of the key personnel 
the applicant plans to use on the project. 

(2) The Secretary looks for 
information that shows— 

(i) The qualifications of the project 
director (if one is to be used); 

(ii) The qualifications of each of the 
other key personnel to be used in the 
project; 

(iii) The time that each person 
referred to in paragraphs (b)(2) (i) and 
(ii) of this section will commit to the 
project; and 

(iv) The extent to which the applicant, 
as part of its nondiscriminatory 
employment practices, encourages 
applications for employment from 
persons who are members of groups that 
have been traditionally 
underrepresented, such as— 

(A) Members of racial or ethnic 
minority groups; 

(B) Women; 

(C) Handicapped persons; and 
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(D) The elderly. 

(3) To determine personnel 
qualifications, the Secretary considers 
experience and training, in fields related 
to the objectives of the project, as well 
as other information that the applicant 
provides. 

(c) Quality of project design. (35 
points) 

(1) The Secretary reviews each 
application for information that shows 
the quality of the project design. 

(2) The Secretary looks for 
information that shows— 

(i) The extent to which the design of 
the magnet school(s) is likely to bring 
students from different social, economic, 
ethnic, and racial backgrounds together; 

(ii) Evidence of applicability to 
classroom use and age-level of students, 
of the applicant's materials, programs, 
or approaches; 

(iii) The applicant's and the staff's 
experience in and knowledge of 
curriculum development and 
desegregation strategies; and 

(iv) How the magnet school(s) is 
designed to address a diversity of 
learning approaches that are— 

(A) Appropriate to the students who 
will be enrolled in the magnet school(s); 
, (B) Designed to address gains not only 
in students’ knowledge, but also in their 
skills; and 

(C) Designed to encourage parental 
involvement in the project. 

(d) Budget and cost effectiveness. (5 
points) 

(1) The Secretary reviews each 
application for information that shows 
that the project has an adequate budget 
and is cost effective. 

(2) The Secretary looks for 
information that shows— 

(i) The budget for the project is 
adequate to support the project 
activities; and 

* (ii) Costs are reasonable in relation to 
the objectives of the project. 

(e) Evaluation plan. (15 points) 

(1) The Secretary reviews each 
application for information that shows 
the quality of the evaluation plan for the 
project. (See 34 CFR 75.590, Evaluation 
by the grantee.) 

(2) The Secretary looks for 
information that shows methods of 
evaluation that are appropriate for the 
project and, to the extent possible, are 
objective and produce data that are 
quantifiable. 

(f} Adequacy of resources. (5 points) 

(1) The Secretary reviews each 
application for information that shows 
that the applicant plans to devote 
adequate resources to the project. 

(2) The Secretary looks for 
information that shows— 


(i) The facilities that the applicant 
plans to use are adequate; and 

(ii) The equipment and supplies that 
the applicant plans to use are adequate. 


(Sections 701-712) 


§ 280.32 How is special consideration 
given to applicants? 

(a) How special consideration is 
given. In addition to the points awarded 
under § 280.31, the Secretary gives 
special consideration to the factors 
listed in paragraphs (b) through (e) of 
this section. The maximum number of 
points awarded for each factor is stated 
in parentheses. 

(b) The recentness of the 
implementation of the approved 
desegregation plan. (10 points) 

(1) The Secretary reviews each 
application to determine the recentness 
of the implementation date of the 
approved desegregation plan or 
modification of the plan. 

(2) The Secretary determines the 
recentness of the plan by assigning each 
application to one of the following 
categories: 

(i) Applications based on plans or 
modifications of plans with 
implementation dates not more than five 
years before the July 1 that follows the 
deadline date for applications. (10 
points) 

(ii) Applications based on plans or 
modifications of plans with 
implementation dates more than five 
years but not more than ten years before 
the July 1 that follows the deadline date 
for applications. (7 points) 

(iii) Applications based on plans or 
modifications of plans with 
implementation dates more than ten 
years but not more than fifteen years 
before the July 1 that follows the 
deadline date for applications. (4 points) 

(iv) Applications based on plans or 
modifications of plans with 
implementation dates more than fifteen 
years before the July 1 that follows the 
deadline date for applications. (0) 
points) 

(c) Involvement of minority group 
children. (10 points) 

(1) The Secretary gives special 
consideration to the proportion of 
minority group children involved in the 
approved desegregation plan. 

(2) The Secretary determines the 
percentage that represents a comparison 
of the number of minority group children 
involved in the applicant's approved 
desegregation plan to the number of 
minority group children enrolled in the 
applicant's schools. 

- (3) The Secretary awards one point for 
each ten percentage points the applicant 
receives under paragraph (c)(2) of this 
section. 
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(d) Need for assistance. (10 points) 

The Secretary reviews each 
application to determine the need for 
assistance based on the incremental 
expense of operating an approved plan 
(expressed as a percentage increase in 
an LEA's operating budget) or the 
difficulty of effectively carrying out such 
a plan and the program or projects for 
which assistance is sought. 

(e) Degree of achievement. (10 points) 

The Secretary reviews each 
application to determine the degree to 
which the program or project for which 
assistance is sought affords promise of 
achieving the purposes as listed in 
§ 280.1. 


(Section 708) 


Subpart E—What Conditions Must Be 
Met by a Grantee? 


§ 280.40 What are the limitations on 
allowabie costs? 


An LEA that receives assistance 
under this part may not— 

(@) Expend more than 10 percent of 
the funds received in any fiscal year for 
planning; 

(b) Use funds for consultants or 
transportation; 

(c) Use funds for any activity that 
does not augment academic 
improvement; or 

(d) Use funds for any course of 
instruction the substance of which the 
LEA determines is secular humanism. 


(Sections 709 and 710(b)) 


Subpart F—May a State Reduce Aid to 
an LEA That Receives a Grant Under 
This Program? 


§ 280.50 May a State reduce the amount of 
aid it gives to an LEA? 

(a) Except as provided in paragraph 
(b)(1) of this section, a State shall not 
reduce the amount of State aid with 
respect to the provision of free public 
education or the amount of assistance 
received under Chapter 2 of the ECIA in 
any school district of any LEA within 
the State because of assistance made or 
to be made available to the LEA under 
this part. 

(b)(1) A State may reduce assistance 
received under Chapter 2 if the amount 
of assistance is attributable to section 
577(3) of the ECIA (as in effect prior to 
August 11, 1984), but only to the extent 
the amount is so attributable. 

(2) The Secretary may waive the 
prohibition against the reduction of 
assistance received under Chapter 2 and 
permit such a reduction if the State 
demonstrates that the assistance under 
Chapter 2 is not necessary to the LEA. 
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(Section 701(c)) 
[FR Doc. 84-30636 Filed 11-21-64; &:45 am} 
BILLING CODE 4000-01-M 


FEDERAL MARITIME COMMISSION 
46 CFR Part 510 
[Docket No. 84-29] 


Licensing of Ocean Freight 
Forwarders; Discontinuance of 


Proceeding 


AGENCY: Federal Maritime Commission. 


ACTION: Discontinuance of Proceeding. 


SUMMARY: The Federal Maritime 
Commission has determined to 
discontinue this proceeding in light of 
the recent enactment of certain 
amendments to the Shipping Act, 1916, 
which renders the proceeding 
unnecessary. Freight forwarder 
agreements relating to the foreign 
commerce of the United States are no 
longer subject to the requirements of 
that Act. 


DATES: Discontinuance effective 
November 23, 1984. 


FOR FURTHER INFORMATION CONTACT: 
Francis C. Hurney, Secretary, Federal 
Maritime Commission, 1100 L Street, 
NW., Washington, D.C. 20573, (202) 523— 
5725. 


SUPPLEMENTARY INFORMATION: By 
Notice published in the Federal Register 
on August 29, 1984 (49 FR 34253), the 
Commission proposed to reinstate the 
requirement provided for in 46 CFR 
510.36 (1983) to require ocean freight 
forwarders operating in the foreign 
commerce of the United States te file 
their agreements with the Commission 
pursuant to section 15, Shipping Act, 
1916, 46 U.S.C. 814. The comment period 
on this.proposal is scheduled to expire 
on December 29, 1984. 


H.R. 5833, Pub. L. No. 98-595, 98 Stat. 
3130 (1984) which was recently enacted 
into law, amends the Shipping Act, 1916 
to remove such freight forwarder 
agreements from the filing and approval 
requirements of that Act. That action 
renders this proceeding unnecessary. 
Accordingly, the proceeding is 
discontinued. 


By the Commission. 
Francis G. Hurney, 
Secretary. 


[FR Doc. 64-30600 Filed 11-21-84; 8:45 am} 
BILLING CODE 6730-01-™ 


DEPARTMENT OF THE INTERIOR 
Fish and Wildlife Service 
50 CFR Part 17 


Endangered and Threatened Wildlife 
and Plants; Proposal To Designate the 
Inyo Brown Towhee as Threatened 
With Critical Habitat 


AGENCY: Fish and Wildlife Service, 
Interior. 
ACTION: Proposed rule. 


SUMMARY: The Service proposes to 
determine the Inyo brown towhee to be 
a threatened species. This action is 
being taken because the entire 
population of this species is confined to 
a very limited habitat that has already 
been altered to some extent and could 
further be adversely impacted by future 
changes in land use. The Inyo brown 
towhee occurs in the Argus Mountains, 
Inyo County, California. Critical habitat 
is included in this proposed rule. The 
rule would provide protection under the 
Endangered Species Act for this bird. 
The Service seeks data and comments 
from the public on this proposal. 


DATES: Comments from all interested 
parties must be received by January 22, 
1985. Public hearing requests must be 
received by January 7, 1985. 
ADDRESSES: Comments and materials 
concerning this proposal should be sent 
to the Regional Director (SE), U.S. 
Department of the Interior, Fish and 
Wildlife Service, 500 N.E. Multnomah 
Street, Suite 1692, Portland, Oregon 
97232. Comments and materials received 
will be available for public inspection, 
by appointment, during normal business 
hours at the above address. 

FOR FURTHER INFORMATION CONTACT: 
Mr. Wayne White, Chief, Division of 
Endangered Species, Region 1, Fish and 
Wildlife Service, U.S. Department of the 
Interior, 500 N.E. Multnomah Street, 
Portland, Oregon 97232 (503/231-6131; 
FTS 429-6131). 

SUPPLEMENTARY INFORMATION: 


Background 


The Inyo brown towhee (Pipilo fuscus 
eremophilus) is a medium-sized (7-7 % 
inch) sparrow-like songbird, one of 
several recognized subspecies of the 
brown towhee (Pipilo fuscus). This 
subspecies was described in 1935 from 
specimens taken in the Argus 
Mountains. This one is particularly 
significant because it is completely 
isolated from the other subspecies 
geographically and has become adapted 
to a rigorous desert environment not 
fully duplicated within the range of the 
species. It is a yearlong resident of its 
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limited habitat, all of which is included 
within the confines of a circle 
approximately 11 miles in diameter. 
Nesting occurs in dense vegetation at 
springs and along water courses, and 
the birds forage for seeds and insects in 
open areas adjacent to the riparian 
scrub. 

The population is estimated to include 
less than 175 individuals. It is not known 
if the population level is changing, but 
the species is vulnerable to changes in 
its habitat that could occur from over- 
grazing, export of water, mining, or 
recreational activities. Recent studies of 
the Inyo brown towhee were done by 
Bart Cord and Joseph R. Jehl, Jr., under 
contract to the Bureau of Land 
Management; the results were reported 
in Western Birds 10:131-156, 1979. Mills 
et a/. (1982) and WESTEC (1983) provide 
more recent data on the towhee. 


Summary of Factors Affecting the 
Species 


Section 4(a)(1) of the Endangered 
Species Act (16 U.S.C. 1531 et seg.) and 
regulations promulgated to implement 
the listing provisions of the Act (codified 
at 50 CFR Part 424; a revision was 
published October 1, 1984; 49 FR 38900- 
38912) set forth the procedures for 
adding species to the Federal lists. A 
species may be determined to be an 
endangered or threatened species due to 
one or more of the five factors described 
in section 4({a)(1). These factors and 
their application to the Inyo brown 
towhee are as follows: 

A. The present or threatened 
destruction, modification, or curtailment 
of its habitat or range. The Inyo brown 
towhee is restricted within its range to 
the proximity of dense riparian 
vegetation (particularly arroyo willow, 
Salix lasiolepis). Such vegetation is 
limited in extent naturally in the arid 
Mojave Desert, but can be further 
restricted by decreases in water supply 
needed to support the vegetation, or by 
events that destroy or degrade the 
existing vegetation. Animal grazing 
(particularly by feral burros), mining, 
water exporting, and recreational 
activities could be the cause of these 
changes in habitat. Destruction of some 
portions of the habitat has been 
documented in the past and is 
continuing at the present time. Feral 
burros have already had some impact at 
some springs by grazing and trampling 
of the vegetation. The total range of the 
Inyo brown towhee is very small, and 
the ecosystem is fragile; hence, the 
species could be extirpated rather 
quickly, if current uses change. Some 
100-175 adult towhees are scattered 
over a tiny area in the Argus Mountains. 
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The total available habitat is on the 
order of 2700 acres. The effective 
population size for this bird has not 
been determined, but for most avian 
species the number is about 100. Any 
lower population level would invite 
genetic and other problems upon this 
isolated bird, including extinction. 

B. Overutilization for commercial, 
recreational, scientific, or educational 
purposes. No threat from overutilization 
of this subspecies is known to exist at 
this time. 

C. Disease or predation. Not 
applicable. 

D. The inadequacy of existing 
regulatory mechanisms. The bulk (est. 
2670 acres) of the habitat is 
administered by the Bureau of Land 
Management and U.S. Navy, and at 
least, in part, these agencies can control 
the use of lands under their jurisdiction. 
Designating the species as threatened 
will be a supportive measure that will 
open up additional options for 
protection and management. No other 
Federal or State laws or regulations 
otherwise protect the habitat of this 
bird. A tiny portion (31 of the 2700 acres) 
is in private ownership and not subject 
to public management. 

E. Other natural or manmade factors 
affecting its continued existence. None 
known. 

The Service has carefully assessed the 
best scientific information available, 
regarding the past, present, and future 
threats faced by this bird in determining 
to propose this rule. Based on this 
evaluation, the preferred action is to list 
the Inyo brown towhee as threatened. 
The only immediate threats to the 
continued existence of this species is 
localized destruction of habitat by feral 
burros; otherwise, there is only the long- 
term potential loss of the very limited 
habitats that it requires. 


Critical Habitat 


Critical habitat, as defined by Section 
3 of the Act and at 50 CFR Part 424, 
means: (i) The specific areas within the 
geographical area occupied by a species, 
at the time it is listed in accordance with 
the Act, on which are found those 
physical or biological features (1) 
essential to the conservation of the 
species and (II) that may require special 
management considerations or 
protections, and (ii) specific areas 
outside the geographical area occupied 
by a species at the time it is listed, upon 
a determination that such areas are 
essential for the conservation of the 
species. 

In section 4(a)(3), the Act requires that 
critical habitat be designated to the 
maximum extent prudent and 
determinable concurrent with the 


determination that a species is . 
endangered or threatened. Critical 
habitat is proposed to be designated for 
the Inyo brown towhee to include 
approximately 2,700 acres of riparian 
scrub habitat near springs and streams 
on, and in the vicinity of, the China Lake 
Naval Weapons Center, Argus, 
Mountains, Inyo County, California. 
Proposed critical habitat lies in the 
vicinity of the following: Margaret Ann 
Springs, Snooky Spring, Ruby Spring, 
Quail Spring, Benko Spring, Moscow 
Spring, Bainter Spring, Indian Joe Spring, 
Great Falls Basin, Mountain Springs 
Canyon, and a number of unnamed 
springs. The areas proposed as critical 
habitat satisfy all known criteria for the 
ecological, behavioral, and physiological 
requirements of the subspecies. The 
riparian scrub habitat provides 
sufficient cover for nesting, roosting, and 
escaping from predators, and also 
provides a source of food. 

Subsection 4(b)(8) requires, for any 
proposed or final regulation that 
designates critical habitat, a brief 
description and evaluation of those 
activities (public and private), which ~ 
may adversely modify such habitat or 
may be affected by such designation. 
Actions that could adversely affect 
critical habitat for this species are 


removal, thinning, or destruction of 


riparian vegetation. Specific activities 
that could cause the above are: 

(1) Water diversion or substantially 
increased water use for mining, 
recreation, grazing, or any other use; 

(2) Grazing by domestic livestock or 
feral burros; 

(3) Mechanical brush clearing for any 
purpose; or 

(4) Damage to vegetation from 
recreational vehicles. 

If the Inyo brown towhee is listed, any 
of these actions occurring on land under 
Federal jurisdiction will require Section 
7 consultation if there is a potential 
impact on the Inyo brown towhee or its 
critical habitat. In addition, any actions 
on non-Federal lands that are subject to 
Federal approval, funding, or other 
action will also require Section 7 
consultations between the Federal 
agency and the Service, if the proposed 
activities may affect a listed species. 

Section 4(b)(2) of the Act requires the 
Service to consider economic and other 
impacts of designating a particular area 
as critical habitat. The Service will 
reevaluate the geographic critical 
habitat designations at the time of the 
final rule, after considering all 
additional relevant information obtained 
at the time of the final rule. 


46175 


Available Conservation Measures 


Conservation measures provided to 
species listed as endangered or . 
threatened under the Endangered 
Species Act include recognition, 
recovery actions, requirements for 
Federal protection, and prohibitions 
against certain practices. Recognition 
through listing encourages and results in 
conservation actions by Federal, State, 
and private agencies, groups, and 
individuals. The Endangered Species 
Act provides for land acquisition and 
cooperation with the States and requires 
that recovery actions be carried out for 
all listed species, which are initiated by 
the Service following listing. The 
protection required by Federa! agencies 
and taking and harm prohibitions are 
discussed, in part, below. 

Section 7(a) of the Act, as amended, 
requires Federal agencies to evaluate 
their actions with respect to any species 
that is proposed or listed as endangered 
or threatened. Regulations implementing 
this interagency cooperation provision 
of the Act are codified at 50 CFR Part 
402, and are now under revision (see 
proposal at 48 FR 29989; June 29, 1983). 
Section 7(a)(4) requires Federal agencies 
to informally confer with the Service on 
any action that is likely to jeopardize 
the continued existence of a proposed 
species or result in destruction or 
adverse modification of proposed 
critical habitat. When a species is listed, 
section 7(a)(2) requires Federal agencies 
to ensure that activities they authorize, 
fund, or carry out are not likely to 
jeopardize the continued existence of 
such a species or to destroy or adversely 
modify its critical habitat. If an activity 
may affect a listed species, the Federal 
agency must enter into consultation with 
the Service. 

Preliminary contact with the Bureau of 
Land Management and U.S. Navy has 
not revealed current or proposed 
programs that would adversely affect 
critical habitat for this species. These 
agencies are planning a cooperative 
program to preserve and manage Inyo 
brown towhee habitat within their are&s 
of jurisdiction. Programs authorized in 
the future that might impact critical 
habitat would be livestock grazing, 
water exporting, human recreation, and 
mining. Consultation with the Fish and 
Wildlife Service on such issues as they 
arise would probably result in 
identification of alternatives; whereby 
towhee habitat could be protected 
without curtailment of the proposed 
program. 

The Act and its implementing 
regulations found at 50 CFR 17.21 and 
17.31 set forth a series of general 
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prohibitions that apply to all threatened 
wildlife. These prohibitions, in part, 
would make it illegal for any person 
subject to the jurisdiction of the United 
States to take, import or export, ship in 
interstate commerce in the course of 
commercial activity, or sell or offer for 
sale in interstate or foreign commerce 
this species. It also would be illegal to 
possess, sell, deliver, carry, transport, or 
ship any such wildlife that was illegally 
taken. Certain exceptions would apply 
to agents of the Service and State 
conservation agencies. 

Permits may be issued to carry out 
otherwise prohibited activities involving 
endangered animal species under 
certain circumstances. Regulations 
governing permits are at 50 CFR 17.32. 
Such permits are available for scientific 
purposes, zoological exhibition, 
educational purposes, and incidental 
take or to enhance the propagation or 
survival of the species. In some 
instances, permits may be issued during 
a specified period of time to relieve 
undue economic hardship that would be 
suffered if such relief were not 
available. Since the towhee is a 
migratory bird (50 CFR Part 10), no 
commercial trade is allowed, and no 
hardship permits would be expected in 
this case. 


Public Comments Solicited 


The Service intends that any final rule 
adopted will be accurate and as 
effective as possible in the conservation 
of each endangered or threatened 
species. Therefore, any comments or 
suggestions from the public, other 
concerned governmental agencies, the 
scientific community, industry, or any 
other interested party concerning any 
aspect of these proposed rules are 
hereby solicited. Comments particularly 
are sought concerning: 


Species 





* 


3. It it further proposed to amend 
§ 17.95(b) by adding critical habitat of 
the Inyo brown towhee in alphabetical 
order as follows: 


§ 17.95 Critical habitat—fish and wildlife. 


* * * * * 


(b) Birds. * * * 


* * * 


(1) Biological or other relevant data 
concerning any threat (or lack thereof) 
to the Inyo brown towhee; 

(2) The location of any additional 
populations of the Inyo brown towhee 
and the reasons why any habitat of this 
species should or should not be 
determined to be critical habitat as 
provided by Section 4 of the Act; 

(3) Additional information concerning 
the range and distribution of this 
species; 

(4) Current or planned activities in the 
subject area and their possible impacts 
of the Inyo brown towhee; and 

(5) Any foreseeable economic and 
other impacts resulting from the 
proposed critical habitat. 

Final promulgation of the regulations 
on the Inyo brown towhee will take into 
consideration the comments and any 
additional information received by the 
Service, and such communications may 
lead to adoption of a final regulation 
that differs from this proposal. 

The Endangered Species Act provides 
for a public hearing on this proposal, if 
requested. Requests must be filed within 
45 days of the date of the proposal. Such 
requests must be made in writing and 
addressed to the Regional Director, U.S. 
Fish and Wildlife Service, Lloyd 500 
Building, Suite 1692, 500 N.E. Multnomah 
Street, Portland, Oregon 97232. 


National Environmental Policy Act 


The Fish and Wildlife Service has 
determined that an Environmental 
Assessment, as defined by the National 
Environmental Policy Act of 1969, need 
not be prepared in connection with 
regulations adopted pursuant to section 
4(a) of the Endangered Species Act of 
1973, as amended. A notice outlining the 
Service's reasons for this determination 
was published in the Federal Register on 
October 25, 1983 (48 FR 49244). 


Vertebrate population 
where endangered or 


Historic range 


5. UBAMCA 


Inyo brown towhee (Pipi/o fuscus 
eremophilus) 

California, Inyo County; lands within and 
adjacent to the China Lake Naval Weapons 
Center, identified as follows: 

(1) Approximately 2 miles of streambed 
and ¥% mile on either side of the wash from 
Margaret Ann Spring to Snooky Spring 
including those areas of the wash in T23S 
R42E Sections 3, 4, and 10. (Map location A) 
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List of Subjects in 50 CFR Part 17 


Endangered and threatened wildlife, 
Fish, Marine mammals, Plants 
(agriculture). 


Proposed Regulations Promulgation 


PART 17—[ AMENDED] 


Accordingly, it is hereby proposed to 
amend Part 17, Subchapter B of Chapter 
I, Title 50 of the Code of Federal 
Regulations, as set forth below: 

1. The authority citation for Part reads 
as follows: 

Authority: Pub. L. 93-205, 87 Stat. 884; Pub. 
L. 94-359, 90 Stat. 911; Pub. L. 95-632, 92 Stat. 
3751; Pub. L. 96-159, 93 Stat. 1225; Pub. L. 97- 
304, 96 Stat. 1411 (16 U.S.C. 1531 et seq.). 


2. It is proposed to amend § 17.11(h) 
by adding the following in alphabetical 
order under BIRDS to the List of 
Endangered and Threatened Wildlife: 


§ 17.11 Endangered and threatened 
wildlife. 


* * * * 


ay 


~- 17.95(b) 


(2) T23S R42E SW44NE% Section 8. (Map 
location B) 

(3) T23S R42E NW‘%4NW% Section 20. 
(Map location C) 

(4) Approximately 2 miles of streambed 
and % mile on either side of the wash from 
Ruby Spring (TR23S R42E Section 22) 
southeast to the boundary between Sections 
25 and 26 including those areas of the wash 
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in T23S R42E Sections 22, 23, and 26. (Map 
locatiion D) 

(5) T24S R42E SW%4NE% Section 28. (Map 
location E) 

(6) A circle % mile in radius with Benko 
Spring as the center within T23S R42E 
Sections 34 and 35. (Map location F) 

{7} A circle % mile in radius with bench 
mark 5485 in TR23S R42E Section 31 as the 
center and lying within T23S R42E Sections 
31 and 32. (Map location G) 

(8) T24S R42E E%SE% Section 6, 
NE%NE% Section 7 and NW%NW‘%. Section 
8. (Map location H) 

(9) T24S R42E NW%NW% Section 2 and 
NE%NE% Section 3. (Map location 1) 

(10) Approximately 1.8 miles of streambed 
and % mile on either side of the wash 
commencing from the western edge of T24S 
R42E E% Section 11 to the eastern boundary 
of Section 12. {Map location J) 

(11) Circles with % mile radii around every 
spring in T24S R43E Section 7 (4 springs) and 
Bainter Spring in Section 18, and in T24S 
R42E Section 13 (2 springs) and Indian Joe 
Spring in Section 24. (Map location K) 


ex) 
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(12) Approximately 5 miles of streambed 
and % mile on either side of the wash 
commencing from the south border of Section 
8 to the SE corner of SW % Section 12 
including those areas within T23S R41E 
Sections 8, 9, 10, 11, 12, 13, 14, and 17. (Map 
location L) 


Major constituent element: riparian scrub 
vegetation. 
* * * * 7 
Dated: September 24, 1984. 
]. Craig Potter, 
Acting Assistant Secretary for Fish and 
Wildlife and Parks. 
[FR Doc. 84-30460 Filed 11-21-84; 8:45 am] 
BILLING CODE 4310-55-M 


DEPARTMENT OF COMMERCE 


National Oceanic and Atmospheric 
Administration 


50 CFR Part 611 
[Docket No. 41037-4137] 


Foreign Fishing 


AGENCY: National Marine Fisheries 
Service (NMFS), NOAA, Commerce. 


ACTION: Proposed rule. 


summary: NOAA proposes to amend 
the foreign fishing regulations: (1) To 
establish the 1985 foreign fishing permit 
application fee; and (2) to waive the 
surcharge for the Fishing Vessel and 
Gear Damage Compensation Fund 
(FVGDC) in 1985. Comments are 
requested on the proposed 1985 permit 
application fee. This action complies 
with section 204({b){10) of the Magnuson 
Fishery Conservation and Management 
Act. 


EFFECTIVE DATE: Comments must be 
received on or before December 24, 
1984. 


aAppnéss: Send comments to John D. 
Kelly, National Marine Fisheries 
Service, 3300 Whitehaven St. NW., Rm 
414, Washington, D.C. 20235. 


FOR FURTHER INFORMATION CONTACT: 
John D. Kelly 202-634-7432. 


SUPPLEMENTARY INFORMATION: NOAA is 
publishing the fee schedule for 1985 in 
two segments. This is referred to as the 
first segment and concerns foreign 
fishing permit application fees. The 
other or second segment proposed new 
poundage fees, and has been published 
in a separate action (49 FR 40615, 
October 17, 1984). 


Permit Fees 


Since December 15, 1980, NMFS has 
determined foreign fishing permit 
application fees annually by estimating 
the cost of processing an application 
during that fee year (45 FR 82267, 
December 15, 1980). NMFS has 
estimated costs of processing 
applications in 1985. The estimated 
costs used to develop the proposed 1985 
permit application fee are as follows: 
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The total estimated cost of processing 
each permit application in 1985 is $101. 
This total is apportioned by application 
by estimating that 1,100 applications 
will be received in 1985. NMFS is 
rounding the average unit cost to $101 
per application. Foreign applicants 
would pay the $101 but no surcharge for 
each application in 1985 (see below). 
Applicants for 1985 permits should pay 
this amount pending the final rule. 
NOAA will bill for additional permit 
fees or credit to future fees any 
differences in the amounts paid if the 
final permit fee is different from the $101 
fee proposed. 


Surcharge 


The Assistant Administrator for 
fisheries, NMFS had determined that the 
Fishing Vessel and Gear Damage 
Compensation Fund established by the 
Fishermen's Protective Act (22 U.S.C. 
1980(10)(f)) is sufficiently capitalized to 
pay any claims in 1985. Capitalization of 
the fund is derived from a surcharge on 
the foreign fishing fees imposed under 
section 204(b)(10) the Magnuson Fishery 
Conservation and Management Act 
(Magnuson Act) (16 U.S.C. 1801 et seg.) 
NOAA proposes to maintain the 
surcharge at zero percent, effectively 
waiving the surcharge in 1985 as it was 
in 1984. Therefore, no change is 
proposed for §611.22(b) by this notice. 
NOAA reserves the right to modify the 
surcharge at a later date if unanticipated 
claims occur. 


Classification 


NOAA has prepared a draft 
regulatory impact review initia! 
regulatory/ flexibility analysis (RIR/ 
IRFA) that discusses the economic 
consequences and impacts of the 
proposed regulations. Copies of the RIR/ 
IRFA are available at the above 
address. Based on the RIR/IRFA the 
Administrator, NOAA, has determined 
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that the proposed regulations do not 
constitute a major rule under E.O. 12291, 
and that the proposed rules comply with 
the requirements of Section 2. 

These regulations will not have a 
significant impact on a substantial 
number of small entities, because the 
only impacts are on foreign entities. The 
costs to foreign vessels and their owners 
will be slightly increased, but the 
increases are only 0.27 percent of the 
total fishing fees projected to be paid in 
1985 to the United States. The General 
Counsel of the Department of Commerce 
has certified this to the Small Business 
Administration. 

This action does not constitute a 
major Federal action significantly 
affecting the quality of the human 
environment. These amendments are 
programmatic functions with no 
potential for environmental impacts 
under the National Environmental Policy 
Act. 


These proposed rules have no 
information collection provisions, for 
purposes of the Paperwork Reduction 
Act, 44 U.S.C. 3510 et seq. 


List of Subjects in 50 CFR Part 611 
Fish, Fisheries, Foreign relations, 
Reporting requirements. 
Dated: November 15, 1984. 


Anthony J. Calio, 
Deputy Administrator, NOAA. 


PART 611—[ AMENDED] 


For the reasons stated in the preamble 
above, 50 CFR 611.22 is proposed to be 
amended as follows: 

1. The authority citation for Part 611 is 
a follows: 


Authority: 16 U.S.C. 1801 et seq. 


2. Section 611.22 is amended by 
revising paragraph (a)(1)(i) as follows: 
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§611.22 Fees Schedule for foreign fishing. 


(a) s**t 

(1) Permit application fees. (i) Each 
vessel permit application submitted 
under § 611.3 must be accompanied by a 
fee of $101 per vessel, plus the surcharge 
if required under paragraph (b) of this 
section, rounded to the nearest dollar. 
At the time the application is submitted 
to the Department of State, a check for 
the fees, made out to Department of 
Commerce, NOAA must be sent to: 
Division Chief, Fees, Permits and 
Regulations Division, F/M12, National 
Marine Fisheries Service, 3300 
Whitehaven Street, N.W. Room 414 
Washington, D.C. 20235. The permit fee 
payment must be accompanied by a list 
of the vessels for which payment is 
made. 
[FR Doc. 84-30599 Filed 11-21-84; 8:45 am] 
BILLING CODE 3510-22-M 





Notices 


investigations, committee meetings, agency 
decisions and tulings, Gelegations of 


AGRICULTURAL TRADE AND EXPORT 
POLICY COMMISSION 


Meeting 


The Agricultural Trade and Export 
Policy Commission, an independent 
Commission established pursuant to 
Pub. L. 98-412, will hold its first meeting 
at 8:30 a.m. on November 30, 1984 in 
Room 2172 of Rayburn House Office 
Building, Independence Avenue NW.., 
Washington, DC. 

The meeting is expected to consider 
organizational business including the 
election of a Chairman and other 
officers of the Commission, the adoption 
of rules for Commission procedures, and 
discussion of matters including the 
placement of offices and staff and the 
financing of Commission activities. The 
meeting is open to the public. 

Dr. Kenneth L. Bader, 

Member. 

[FR Doc. 84-30827 Filed 11-21-84; 8:45 am} 
BILLING CODE 3410-05-M 


DEPARTMENT OF AGRICULTURE 
Cooperative State Research Service 


Committee of Nine; Meeting 


In accordance with the Federal 
Advisory Committee Act of October 6, 
1972 (Pub. L. 92-463, 86 Stat. 770-776), 
the Cooperative State Research Service 
announces the following meeting: 


Name: Committee of Nine. 

Date: December 4-5, 1984. 

Time: 12:00 noon—4:00 p.m., December 4, 
8:00 a.m.—12:00 noon, December 5. 

Place: Breckenridge King's Inn, 9600 
Natural Bridge Road, St. Louis, Missouri 
63134 

Type of meeting: Open to the public. 
Persons may participate in the meeting as 
time and space permit. 

Comments: The public may file written 
comments before or after the meeing with 
contact person listed below. 


Purpose: To evaluate and recommend 
proposals for cooperative research on 
problems that concern agriculture in two or 
more States, and to make recommendations 
for allocation of regional research funds 
appropriated by Congress under the Hatch 
Act for research at the State agricultural 
experiment stations. 

Contact Person for Agenda and More 
Information: Dr. Este] H. Cobb, Recording 
Secretary, U.S. Department of Agriculture, 
Cooperative State Research Service, Room - 
208 West Auditors Building, Washington, 
D.C. 20251; telephone: 202/447-4329. 

Done at Washington, D.C., this 15th day of 
November 1984. 

John Patrick Jordan, 

Administrator, Cooperative State Research 
Service. 

[FR Doc. 84-3072 Filed 11-21-84; 8:45 am} 

BILLING CODE 3410-22-M 


Soil Conservation Service 


Mill-Horse Brook Watershed, CT 
AGENCY: Soil Conservation Service, 
USDA. 


ACTION: Notice of Finding of No 
Significant Impact. 


SUMMARY: Pursuant to section 102(2)(C) 


of the National Environmental Policy 
Act of 1969; the Council on 
Environmental Quality Guidelines (40 
CFR Part 1500); and the Soil 
Conservation Service Guidelines {7 CFR 
Part 650); the Soil Conservation Service, 
U.S. Department of Agriculture, gives 
notice that an environmental impact 
statement is not being prepared for the 
Mill-House Brook Watershed, Windham 
and New London Counties, Connecticut. 
FOR FURTHER INFORMATION CONTACT: 
Philip H. Christensen, State 
Conservationist, Soil Conservation 
Service, 16 Professional Park Road, 
Storrs, CT 06268, telephone (203) 429- 
9361. 
SUPPLEMENTARY INFORMATION: The 
environmental assessment of this 
federally assisted action indicates that 
the project will not cause significant 
local, regional, or national impacts on 
the environment. As a result of these 
findings, Philip H. Christensen, State 
Conservationist, has determined that the 
preparation and review of an 
environmental impact statement are not 
needed for this project. 

The project concerns a plan for flood 
prevention. The planned works of 
improvement include the installation of 
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a main floodwater diversion conduit 
system and a secondary floodwater 
diversion conduit system, construction 
of an earth dike around a sewage 
pumping station, and floodproofing of an 
industrial building. 

The Notice of a Finding of No 
Significant Impact (FONSI) has been 
forwarded to the Environmental 
Protection Agency and to various 
Federal, State, and local agencies and 
interested parties. A limited number of 
copies of the FONSI are available to fill 
single copy requests of the above 
address. Basic data developed during 
the environmental assessment are on 
file and may be reviewed by contacting 
Philip H. Christensen. 

No administrative action on 
implementation of the proposal will be 
taken until 30 days after the date of this 
publication in the Federal Register. 


Dated: November 15, 1984. 
(Catalog of Federal Domestic Assistance 
Program No. 10.904, Watershed Protection 
and Flood Prevention Program. Office of 
Management and Budget Circular A-95 
regarding state and local clearinghouse 
review of Federal and federally assisted 
programs and projects is applicable) 
Philip H. Christensen, 
State Conservationist. 
(FR Doc. 84-30664 Filed 11-21-84; 8:45 am] 
BILLING CODE 3410-16-™ 


DEPARTMENT OF COMMERCE 
Office of the Secretary 


Cancellation of Cost Comparison 
Review Scheduled for Commercial or 
Industrial Activity Performed by 
Government Personnel in the Office of 


the Secretary 


November 19, 1984. 
AGENCY: Ofice of the Secretary, 
Commerce. 


ACTION: Notice. 


SUMMARY: Notice is hereby given that 
the Cost Comparison Review of the 
Department's Design and Graphics 
Division scheduled to be performed 
pursuant to Office of Management and 
Budget (OMB) Circular A-76 and 
Department of Commerce 
Administrative Order 201-41 and 
previously announced in the Federal 
Register on October 1, 1984 (49 FR 
38694), is cancelled. 
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No invitation for bids or request for 
proposals will be forthcoming. 


FOR FURTHER INFORMATION CONTACT: 
Marc J. Bloom, Office of Administrative 
Services Operations, Office of the 
Assistant Secretary for Administration, 
U.S. Department of Commerce, 
Washington, D.C. 20230 (202) 377-5263. 


Hugh L. Brennan, 

Director for Procurement and Administrative 
Services. 

{FR Doc. 84-30725 Filed 11-21-84; 8:45 am] 

BILLING CODE 3510-03-M 


International Trade Administration 


Automated Manufacturing Equipment, 
Technical Advisory Committee; 
Partially Closed Meeting 


A meeting of the Automated 
Manufacturing Equipment Technical 
Advisory Committee will be held 
December 13, 1984, at 9:30 a.m., Herbert 
C. Hoover Building, Room B841, 14th 
Street and Constitution Avenue, NW., 
Washington, DC. 

The Committee advises the Office of 
Export Administration with respect to 
technical questions which affect the 
level of export control applicable to 
automated manufacturing equipment or 
technology. 


Agenda 

1. Introduction of members and guests. 

2. Opening remarks by the Chairman. 

3. Presentation of papers or comments by the 
public. 

4. Discussion of the MCTL implementation 
project. 

5. Discussion of the 1985 annual plan. 

6. New Business. 

7. Action items underway. 

8. Action items due at meeting. 


Executive Session 

9. Discussions of matters properly classified 
under Executive Order 12356, dealing with 
the U.S. and COCOM control program and 
strategic criteria related thereto. 


The General Session will be open to 
the public and a limited number of seats 
will be available. To the extent time 
permits, members of the public may 
present oral statements to the 
Committee. Written statements may be 
submitted at any time before or after the 
meeting. 

The Assistant Secretary for 
Administration, with the concurrence of 
the delegate of the General Counsel, 
formally determined on February 6, 
1984, pursuant to section 10(d) of the 
Federal Advisory Committee Act, as 
amended by section 5(c) of the 
Government in the Sunshine Act, Pub. L. 
94-409, that the matters to be discussed 
in the Executive Session should be 


exempt from the provisions of the 
Federal Advisory Committee Act 
relating to open meetings and public 
participation therein, because the 
Executive Session will be concerned 
with matters listed in 5 U.S.C. 552b(c)(1) 
and are properly classified under 
Executive Order 12356. 

A copy of the Notice of Determination 
to close meetings or portions thereof is 
available for public inspection and 
copying in the Central Reference and 
Records Inspection Facility, Room 6628, 
U.S. Department of Commerce, 
telephone: (202) 377-4217. For further 
information or copies of the minutes 
contact Margaret A. Cornejo, (202) 377- 
2583. 


Dated: November 19, 1984. 
Milton M. Baltas, 
Director of Technical Programs, Office of 
Export Administration. 
[FR Doc. 84-30708 Filed 11-21-84; 8:45 am} 
BILLING CODE 3510-25-M 


[A-357-007] 


Antidumping Duty Order; Carbon Steel 
Wire Rod From Argentina 


AGENCY: International Trade 
Administration, Import Administration, 
Department of Commerce. 


ACTION: Notice of Antidumping Duty 
Order. 


SUMMARY: In separate investigations 
concerning carbon steel wire rod (wire 
rod) from Argentina, the United States 
Department of Commerce (the 
Department) and the United 
International Trade Commission (the 
ITC) determined that wire rod from 
Argentina is being sold at less than fair 
value and that sales of wire rod from 
Argentina are materially injuring a 
United States industry. Additionally, 
although the Department found that 
“critical circumstances” did exist with 
respect to wire rode from Argentina, the 
ITC found that “critical circumstances” 
did not exist. Therefore, based on these 
findings, all unliquidated entries, or 
warehouse withdrawals, for 
consumption of wire rod from Argentina 
made on or after May 8, 1984, the date 
on which the Department published its 
“Preliminary Determination of Sales at 
Less Than Fair Value” notice in the 
Federal Register, will be liable for the 
possible assessment of antidumping 
duties. Further a cash deposit of 
estimated antidumping duties must be 
made on all such entries, and 
withdrawals from warehouse, for 
consumption made on or after the date 
of publication of this antidumping duty 
order in the Federal Register. 
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Since the ITC made a negative finding 
regarding “critical circumstances” under 
section 735(b)(4)(A) of the Tariff Act of 
1930, as amended (the Act) (19 U.S.C. 
1673d(b)(4)(A), the suspension of 
liquidation previously ordered 90 days 
retroactive from the date on which the 
Department published its “Preliminary 
Determination of Sales at Less Than 
Fair Value” notice in the Federal 
Register, is no longer in effect. 
Therefore, Customs officials will be 
directed to terminate any retroactive 
suspension of liquidation, release any 
bond or other security and refund any 
cash deposit, and liquidate all entries or 
warehouse withdrawals for 
consumption of wire rod from Argentina 
made before May 8, 1984. 


EFFECTIVE DATE: November 23, 1984. 


FOR FURTHER INFORMATION CONTACT: 
Gary Taverman, Office of 
Investigations, International Trade 
Administration, United States 
Department of Commerce, 14th Street 
and Constitution Avenue, N.W., 
Washington, D.C. 20330; telephone: (202) 
377-0161. 


SUPPLEMENTARY INFORMATION: The 
merchandise covered by this 
investigation is carbon steel wire rod 
which is currently classifiable under 
item number 607.17 of the Tariff 
Schedules of the United States. 

In accordance with section 733 of the 
Act, on May 8, 1984, the Department 
published its preliminary determination 
that there was reason to believe or 
suspect that wire rod from Argentina 
was being sold at less that fair value (49 
FR 19547). On September 27, 1984, the 
Department published its final 
determination that these imports were 
being sold at less than fair value and 
that “critical circumstances” existed 
with respect to wire rod from Argentina 
(49 FR 38170). ; 

On November 5, 1984, in accordance 
with section 735(d) of the Act 19 U.S.C. 
1673(d)), the ITC notified the 
Department that such importations are 
materially injuring a United States 
industry. The ITC made a negative 
determination regarding “critical 
circumstances”. 

Therefore, in accordance with 
sections 736 and 751 of the Act (19 
U.S.C. 1673e and 1675), the Department 
directs United States Customs officers to 
assess, upon further advice by the 
administering authority pursuant to 
section 736(a)(1) of the Act (19 U.S.C. 
1673e(a)(1)), antidumping duties equal to 
the amount by which the foreign market 
value of the merchandise exceeds the 
United States price for all entries of wire 
rod from Argentina. 
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These antidumping duties will be 
assesed on all unliquidated entries of 
wire rod entered, or withdrawn from 
warehouse, for consumption on or after 
May 8, 1984, the date on which the 
Department published its “Preliminary 
Determination of Sales at Less Than 
Fair Value” notice in the Federal 
Register. 

On and after the date of publication of 
this notice, United States Customs 
officers must require, at the same time 
as importers would normally deposit 
estimated Customs duties on this 
merchandise, a cash deposit equal to the 
estimate weighted-average antidumping 
duty margins as noted below: 


Manufacturer/producer/exporter = 
119.11 


119.11 


Acindar Industria Argentina de Aceros S.A.......... 
All other manufacturers/producers/exporters...... 


This determination constitutes an 
antidumping order with respect to wire 
rod from Argentina, pursuant to section 
736 of the Act (19 U.S.C. 1673e) and 
§ 353.48 of the Commerce Regulations 
(19 CFR 353.48). We have deleted from 
the Commerce Regulations Annex I of 19 
CFR Part 353, which listed antidumping 
findings and orders currently in effect. 
Instead, interested parties may contact 
the Office of Information Services, 
Import Administration, for copies of the 
updated list of orders currently in effect. 

This notice is published in accordance 
with section 736 of the Act (19 U.S.C. 
1673e) and § 353.48 of the Commerce 
Regulatons (19 CFR 353.48). 


Dated: November 15, 1984. 
Alan F. Holmer, 
Deputy Assistant Secretary for Import 
Administration. 
(FR Doc. 84-30644 Filed 11-21-84; 8:45 am] 
BILLING CODE 3510-DS-M 


[A-469-008] 


Antidumping Duty Order; Carbon Steel 
Wire Rod From Spain 


AGENCY: Import Administration, 
International Trade Administration, 
Department of Commerce. 


ACTION: Notice of Antidumping Order. 


SUMMARY: In separate investigations 
concerning carbon steel wire rod (wire 
rod) from Spain, the United States 
Department of Commerce (the 
Department) and the United States 
International Trade Commission (the 
ITC) have determined that wire rod from 
Spain is being sold at less than fair 
value, except with respect to Forjas 
Alavesas, S.A. (FASA), and that sales of 
wire rod from Spain are materially 
injuring a United States industry. 
Additionally, although the Department 


found that “critical circumstances” did 
exist with respect to wire rod from 
Spain, the ITC found that “critical 
circumstances” did not exist. Therefore, 
based on these findings, all unliquidated 
entries, or warehouse withdrawals, for 
consumption of wire rod from Spain, 
except with respect to FASA, made on 
or after May 8, 1984, the date on which 
the Department published its 
“Preliminary Determination of Sales At 
Less Than Fair Value” notice in the 
Federal Register, will be liable for the 
possible assessment of antidumping 
duties. Further, a cash deposit of 
estimated antidumping duties must be 
made on all such entries, and 
withdrawals from warehouse for 
consumption, made on or after the date 
of publication of this antidumping duty 
order in the Federal Register. 

Since the ITC made a negative 
determination regarding ‘critical 
circumstances” under section 
735(b)(4)(A) of the Tariff Act of 1930, as 
amended (the Act) (19 U.S.C. 
1673d(b)(4)(A), the suspension of 
liquidation previously ordered 90 days 
retroactive from the date on which the 
Department published its “Preliminary 
Determination of Sales at Less Than 
Fair Value” notice in the Federal 
Register, is no longer in effect. 
Therefore, Customs officials will be 
directed to terminate any retroactive 
suspension of liquidation, release any 
bond or other security and refund any 
cash deposit, and liquidate all entries or 
warehouse withdrawals for 
consumption of wire rod from Spain 
made before May 8, 1984. 

EFFECTIVE DATE: November 23, 1984. 
FOR FURTHER INFORMATION CONTACT: 
Raymond Busen, Office of 
Investigations, International Trade 
Administration, United States 
Department of Commerce, i4th Street 
and Constitution Avenue, N.W., 
Washington, D.C. 20230; telephone: (202) 
377-2830). 

SUPPLEMENTARY INFORMATION: The 
merchandise covered by this 
investigation is carbon steel wire rod 
which is currently classifiable under 
item number 607.17 of the Tariff 
Schedules of the United States. 

In accordance with section 733 of the 
Tariff Act of 1930, as amended (the Act) 
(19 U.S.C. 1673b), on May 8, 1984, the 
Department published its preliminary 
determination that there was reason to 
believe or suspect that wire rod from 
Spain, except with respect to FASA, 
was being sold at less that fair value (49 
FR 19547). On September 27, 1984, the 
Department published its final 
determination that these imports were 
being sold at less than fair value and 
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—— 


that “critical circumstances” exist with 
respect to wire rod from Spain (49 FR 
38173). 

On October 25, 1984, the Department 
published its amended final 
determination of sales at less than fair 
value (49 FR 42969). 

On November 5, 1984, in accordance 
with section 735(d) of the Act (19 U.S.C. 
1673d(d)), the ITC notified the 
Department that such importations are 
materially injuring a United States 
industry. The ITC made a negative 
determination regarding “critical 
circumstances”. 

Therefore, in accordance with 
sections 736 and 751 of the Act (19 
U.S.C. 1673e and 1675), the Department 
directs United States Customs officers to 
assess, upon further advice by the 
administering authority pursuant to 
section 736(a)}(1) of the Act (19 U.S.C. 
1673e(a)(1)), antidumping duties equal to 
the amount by which the foreign market 
value of the merchandise exceeds the 
United States price for all entries of wire 
rod from Spain, except with respect to 
FASA. These antidumping duties will be 
assessed on all unliquidated entries of 
wire rod entered, or withdrawn from 
warehouse, for consumption on or after 
May 8, 1984, the date on which the 
Department published its “Preliminary 
Determination of Sales At Less Than 
Fair Value” notice in the Federal 
Register. 

On and after the date of publication of 
this notice, United States Customs 
officers must require, at the same time 
as importers would normally deposit 
estimates Customs duties on this 
merchandise, a cash deposit equal to the 
estimated weighted-average 
antidumping duty margins as noted 
below: 


Manufacturers/producers/exporter 


‘Exports of wire rod produced by FASA are hereby 
excluded from this determination since the dumping mar- 
gins on wire rod produced and exported by FASA were de 
minimis. 


This determination constitutes an 
antidumping order with respect to wire 
rod from Spain, pursuant to section 736 
of the Act (19 U.S.C. 1673e) and § 353.48 
of the Commerce Regulations (19 CFR 
353.48). We have deleted from the 
Commerce Regulations, Annex I of 19 
CFR Part 353, which listed antidumping 
findings and orders currently in effect. 
Instead, interested parties may contact 
the Office of Information Services, 





Import Administration, for copies of the 
update list of orders currently in effect. 
This notice is published in accordance 
with section 736 of the Act (19 U.S.C. 
1673e) and § 353.48 of the Commerce 
Regulations (19 CFR 353.48). 
Dated: November 15, 1984. 
Alan F. Holmer, 
Deputy Assistant Secretary for Import 
Administration. 
[FR Doc. 84-30643 Filed 11-22-84; &45 am} 
BILLING CODE 3510-DS-t8 


{A-428-018} 


Carbon Steel Plate From the Federal 
Republic of Germany (FRG); 
Postponement of Final Antidumping 
Determination 


AGENCY: International Trade 
Administration, Commerce. 
ACTION: Notice. 


SUMMARY: This notice informs the public 
that the Department of Commerce (the 
Department} has received a request from 
counsel for the respondent in this 
investigation that the final 
determination be postponed, as 
provided for in section 735{a}({2}({A) of 
the Tariff Act of 1930, as amended (the 
Act) (19 U.S.C. 1673d{a}(2){A); and, that 
we have determined to postpone our 
final determination as to whether sales 
of carbon steel plate from the FRG have 


occurred at less than fair value, until not: 


later than February 21, 1985. 
EFFECTIVE DATE: November 23, 1984. 


FOR FURTHER INFORMATION CONTACT: 
Paul Tambakis, Office of Investigations, 
Import Administration, International 
Trade Administration, United States 
Department of Commerce, 14th Street 
and Constitutional Avenue, NW., 
Washington, D.C. 20230; telephone (202) 
377-0186. 
SUPPLEMENTARY INFORMATION: On the 
basis of a decision by the Court of 
International Trade reversing and 
remanding an earlier recission of notice 
of initiation, the Department of 
Commerce published on May 22, 1984, 
notice in the Federal Register (49 FR 
21556) that it was re-initiating an 
antidumping investigation to determine 
whether carbon steel plate from the FRG 
was being, or was likely to be, sold at 
less than fair value. On October 9, 1984, 
we published a preliminary 
determination of sales at less than fair 
value with respect to this merchandise 
(49 FR 39591). The notice stated that if 
this investigation proceeded normally 
we would make our final determination 
by December 14, 1984. 

On October 26, 1984, counsel for 
respondent A.G. der Dillinger 


Huttenwerke requested that we extend 
the period for the final determination 
until February 21, 1985, 135 days after 
the date of publication of the 
preliminary determination, in 
accordance with section 735{a){2}({A) of 
the Act. Section 735(a){2)fA) of the Act 
provides that the Department may 
postpone its final determination 
concerning sales at less than fair value 
until not later than 135 days after the 
date on which it published notice of its 
preliminary determination, if exporters 
who account for a significant proportion 
of exports of the merchandise request an 
extension after an affirmative 
preliminary determination. 

Dillinger is qualified to make such a 
request since it accounts for the majority 
of exports of the merchandise under 
investigation. If an exporter properly 
requests an extension after an 
affirmative preliminary determination, 
the Department is required, absent 
compelling reasons to the contrary, to 
grant the request. 

Accordingly, the Department will 
issue a final determination in this case 
not later than February 21, 1985. 

This notice is published pursuant to 
section 735(d) of the Act. 

Dated: November 19, 1984. 

Alan F. Holmer, 


Deputy Assistant Secretary for Import 
Administration. 


[FR Doc. 84-30642 Filed 11-21-84; 8:45 am] 
BILLING CODE 3510-DS-M 








[C-201-407] 


Initiation of Countervailing Duty 
investigations; Welded Carbon Steel 
Pipe and Tube Products From Mexico 


AGENCY: Import Administration, 
International Trade Administration, 
Commerce. 


ACTION: Notice. 


summary: On the basis of a petition 
filed in proper form with the U.S. 
Department of Commerce, we are 
initiating countervailing duty 
investigations to determine whether 
manufacturers, producer, or exporters in 
Mexico of welded carbon steel pipe and 
tube products, as described in the 
“Scope of Investigation” section below, 
receive benefits which constitute 
bounties or grants. within the meaning of 
the countervailing duty law. If our 
investigations proceed normally, we will 
make our preliminary determinations on 
or before January 18, 1985. 

EFFECTIVE DATE: November 23, 1984. 
FOR FURTHER INFORMATION CONTACT: 
Vincent Kane, Office of Investigations, 
Import Administration, International 
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Trade Administration, U.S. Department 
of Commerce, 14th Street and 
Constitution Avenue, N.W., Washington, 
D.C. 20230, telephone (202) 377-5414. 


SUPPLEMENTARY INFORMATION: 


Petition 


On October 25, 1984, we received a 
petition from the Committee on Pipe and 
Tube Imports filed on behalf of the U.S. 
welded carbon steel pipe and tube 
products industries. In compliance with 
the filing requirements of § 355.26 of the 
Commerce Regulations (19 CFR 355.26), 
the petition alleges that manufacturers, 
producers, or exporters in Mexico of 
welded carbon steel pipe and tube 
products receive bounties or grants 
within the meaning of section 303 of the 
Tariff Act of 1930, as amended (the 
“Act’”), 19 U.S.C. 1303. On November 6, 
1984, counsel for petitioners submitted a 
letter amending the petition to establish 
separate committees to be the petitioner 
for the three groups of pipes and tubes. 
These three separate committees are 
considered to be three separate 
petitioners in these investigations. 

Mexico is not a “country under the 
Agreement” within the meaning of 
section 701(b) of the Act, and the 
merchandise being investigated is 
dutiable. Therefore, sections 303{a}(1) 
and (b} of the Act apply to these 
investigations. Accordingly, the 
domestic industry is not required to 
allege that, and the U.S. International 
Trade Commission is not required to 
determine whether, imports of this 
merchandise cause or threaten to cause 
material injury to a U.S. industry. 


Initiation of Investigations 


Under section 702(c) of the Act, we 
must determine, within 20 days after a 
petition is filed, whether a petition sets 
forth the allegations necessary for the 
initiation of a countervailing duty 
investigation and whether it contains 
information reasonably available to the 
petitioner supporting the allegations. 

We have examined the petition on 
welded carbon steel pipe and tube 
products, and we have found that the 
petition meets the requirements. 

Therefore, we are initiating 
countervailing duty investigations to 
determine whether manufacturers, 
producers, or exporters in Mexico of 
welded carbon steel pipe and tube 
products, as described in the “Scope of 
Investigations” section of this notice, 
receive bounties or grants. If our 
investigations proceed normally, we will 
make our preliminary determinations by 
January 18, 1985. 
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Scope of Investigations 


The products covered by these 
investigations fall into three major 
groups: * : 

(1) Certain small diameter circular 
welded carbon steel line pipe. Small 
diameter circular welded carbon steel 
line pipe with an outside diameter of 
0.375 inch or more but not over 16 inches 
in outside diameter and with a wall 
thickness of not less than .055 inch are 
currently classified in the Tariff 
Schedules of the United: States 
Annotated (TSUSA) under items 
610.3208 and 610.3209. These products 
are produced to various API 
specifications for line pipe, most notably 
API-5L or API5X. 

The Committee on Pipe and Tube 
Imports notes in the petition that its 
subcommittee represents only 30% of 
domestic production of this product 
group. While we are initiating an 
investigation on this group based on the 
petition and petitioner's representations, 
we are soliciting further information 
from the petitioner and the rest of the 
domestic industry producing this 
product to confirm that the CPTI 
subcommittee on line pipe has standing 
to file the petition on this product group. 

(2) Certain light-walled rectangular 
welded carbon steel pipes and tubes. 
Rectangular (including square) welded 
carbon steel pipes and tubes having a 
wall thickness of less than 0.156 inch are 
currently classified under TSUSA item 
610.4926. This product, commonly 
referred to in the industry as mechanical 
or structural tubing, is generally 
produced to ASTM specifications A-500 
or A-513. 

(3) Certain small diameter circular 
welded carbon steel pipes and tubes. 
Small diameter circular welded carbon 
steel pipes and tubes, with an outside 
diameter of 0.375 inch or more but not 
over 4.5 inches and with a wall 
thickness of not less than 0.065 inch, are 
currently classified under TSUSA items 
610.3231, 610.3241, 610.3242, 610.3243, 
610.3252 and 610.3254. These products, 
commonly referred to in the industry as 
standard pipe or structural tubing, are 
produced to various ASTM 
specifications most notably A-120 and 
A-135. 


Allegations of Bounties or Grants 


The petition alleges that producers, 
manufacturers, or exporters in Mexico 
of welded carbon steel pipe and tube 
products receive benefits under a 
number of programs that constitute 
bounties or grants. We will initiate 
countervailing duty investigations on the 
following allegations: 

¢ Preferential Loans under the Fund 


for the Promotion of Export of 
Mexican Manufactured Products 
(FOMEX). 
Preferential Federal Tax Credits 
Through Certain Certificates of 
Fiscal Promotion (CEPROF1) 
Preferential] Pricing of Inputs used 
for Export 
Article 94 Loans 
National Fund for Industrial 
Development (FONEI) 
Development Funds Administered 
by Nacional Financiera, S.A. 
(NAFINSA): 
a. Fund for Medium and Small 
Businesses (FOGAIN); 
b. Trust for Industrial Parks, Cities, 
and Commercial Centers (FIDEIN); 
c. National Preinvestment Fund for 
Studies and Projects (FONEP) 
¢ Regional Energy Discounts 
¢ Accelerated Depreciation 
¢ Import Duty Reductions and 
Exemptions 
¢ Preferential State Investment 
Incentives 
¢ Fondo Nacional de Fomento 
Industrial (FOMIN) 
¢ Government Financed Technology 
Development 
¢ The Mexican Institute of Foreign 
Trade (IMCE) 
e Bancomext Loans 
¢ Port Facilities 
¢ Preferential Vessel, Freight, 
Terminal & Insurance Benefits 
* Profide 


In previous final affirmative 
countervailing duty determinations 
involving various products from Mexico, 
we determined that certain programs 
did not confer bounties or grants. 
Allegations concerning two of these 
programs are included in the current 
petition. Because the petition presents 
no new evidence or changed 
circumstances with respect to these 
programs, we will not initiate 
countervailing duty investigations on the 
following allegation: 

¢ Certificates of Fiscal Promotion 

(CEPROFI) Granted for Wage 
Increases and for Investment in 
New Mexican-Made Capital Goods. 
In our final affirmative 
countervailing duty determination 
on portland hydraulic cement and 
cement clinker from Mexico (48 FR 
43063), we found that certain types 
of CEPROFI benefits, specifically 
CEPROFI tax credits for wage 
increases and for investment in new 
Mexican-made capital goods, are 
not countervailable because they 
are not targeted to a specific 
industry, to a group of industries, or 
to companies located in specific 
regions of the country. 


46183 


¢ FONEP Funding for Feasibility 

Studies. In our final affirmative 
countervailing duty determination 
on bars and shapes from Mexico (49 
FR 32887) we found that FONEP 
funding for feasibility studies is not 
countervailable because it is not 
targeted to a specific industry, to a 

‘group of industries, or to companies 
located in specific regions of the 
country. 

Petitioners alleged an additional 
practice: subsidized steel inputs to 
welded carbon steel pipe and tube 
products. We are not initiating on this 
allegation because petitioners failed to 
provide evidence that any subsidy on 
Mexican steel bestows a competitive 
benefit on welded carbon steel pipes 
and tubes, nor did they provide 
evidence that subsidies to Mexican steel 
have a significant effect on the cost of 
manufacturing or producing welded 
carbon steel pipe and tube products in 
Mexico. 

Dated: November 14, 1984. 

Alan F. Holmer, 

Deputy Assistant Secretary for Import 
Administration. 

[FR Doc. 84-30645 Filed 11-21-84; 8:45 am] 
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Stainiess Steel Round Wire; 
Announcement of First Quarter 1985 
Monitoring Prices 


AGENCY: International Trade 
Administration, Department of 
Commerce. 

ACTION: Announcement of the first 
quarter 1985 monitoring price levels for 
imports of stainless steel round wire 
products. 


SUMMARY: The Department of 
Commerce announces that base prices 
for first quarter 1985 monitor prices of 
stainless steel round wire products will 
decline 0.4 percent from their fourth 
quarter 1984 base price levels. Size extra 
prices for stainless steel round wire will 
increase an average of 2.2 percent from 
their fourth quarter levels. The change in 
the yen/dollar exchange rate is the 4 
major factor in the decline in base 
prices. Changes in labor costs accounted 
for much of the increase in size extra 
prices. The Department uses these 
prices to monitor the prices of stainless 
steel wire and cold-drawn round bar 
under 0.703 inches in diameter for 
possible initiation of antidumping or 
countervailing duty investigations if 
unfair sales of these products appear to 
be injuring domestic producers. Each 
quarter the Department reviews 
Japanese steel production and delivery 





costs and revises monitoring prices 
accordingly. The first quarter monitoring 
price applies to stainless steel round 
wire products and round stainless steel 
drawn bars in sizes under 0.703 inches 
in diameter exported to the United 
States on or after January 1, 1985. 


FOR FURTHER INFORMATION CONTACT: 
Michael C. Fuchs or Marielle M. 
Hoffman, Agreements Compliance 
Division, Import Administration, Room 
3709, Department of Commerce, 
Washington, D.C. 20230, telephone: (202) 
377-1102: 

SUPPLEMENTARY INFORMATION: Import 
price monitoring procedures for 
stainless steel round wire are the same 
as those published in the Trigger Price 
Procedures Manual {46 FR 49928). 
Japanese stainless steel wire 
manufacturers agreed to supply cost of 
production and transportation 
information necessary te monitor the 
import prices. Commerce uses Special 
Summary Steel Invoices to monitor 
imports of stainless steel round wire and 
small cold-drawn bar under 0.703 inches 
in diameter. In computing the invoice 
price for comparison to the monitoring 
price, Commerce will use a 13.0 percent 
annual rate (1.083 percent per month) 
when interest must be adjusted and the 
actual rate is not known. For its 
calculation of monitoring price levels, 
the yen/dollar exchange rate the 
Department uses to convert Japanese 


steel producers’ yen denominated 
production cost to dollars is the average 
of the 36 months preceding the 
calculation and publication of the 
quarter’s monitoring price levels. The 
exchange rate used in the Department's 
fourth quarter 1984 production cost 
estimate is 240 yen to the dollar (the 
yen/dollar exchange rate average for 
August 1981 through September 1984). 


Other Charges. 


Monitoring prices are an estimate of 
the Japanese stainless steel wire 
manufacturers’ cost of production plus 
the cost of transporting to the United 
States and handling in the United States. 
Each monitoring price includes ocean 
freight, insurance, interest and handling 
as well as the base price and extras. The 
Ocean freight, handling and interest are 
shown for each of the major importing 
regions: Pacific Coast, Atlantic Coast, 
Gulf Coast and the Great Lakes. All 
prices are shown in U.S. dollars per 
metric ton. 

The interest component of the 
delivery charge reflects the current level 
of prime interest rate. Handling and 
ocean freight charges remain 
unchanged. The extras shown define the 
coverage in terms of sizes, grades, and 
qualities. 

The following rules apply to product 
coverage and extras: 
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(1) If a product fails to fit the general 
description because the cost of 
producing that product varies 
substantially from the cost of producing 
the product described in the heading, the 
product is not covered. 

(2) If a product is covered by a grade 
which is not in the base coverage and 
for which no grade extra is listed, the 
product is not covered. 

(3) If a product has a size specification 
that falls above the largest size 
specification shown or below the” 
smallest size specification shawn, it is 
not covered. 

(4) If a product has a size specification 
that falls between two size 
specifications listed, it is covered and 
the size specification with the higher 
dollar value is to be used unless 
otherwise noted on the page. 

(5) If a product embodies extras other 
than size or grade which are not listed, 
the product is covered. In those cases, 
the base monitoring price plus any 
applicable extras listed will be applied. 

A list of stainless steel round wire and 
cold-drawn bar products subject to price 
monitoring and the applicable base 
prices and extras are contained in the 
Appendix to this notice. 

Dated: November 17, 1984. 

Alan F. Holmer, 

Deputy Assistant Secretary for Import 
Administration. 

BILLING CODE 3510-DS-M 











APPENDIX 


1ST QUARTER 1985 MONITORING PRICES PER HETRIC TON 
STAINLESS STEEL ROUND WIRE 


ROUND STAINLESS STEEL DRAWN BARS 
IN SIZES UNDER 0.703 INCHES 


AISI Categories 23 and 16 


Charges to CIF Ocean Freight Handling Interest 
Pacific Coast $117 $9 2.5% 
Gulf Coast 145 5 3.23% 
Atlantic Coast 145 4 3.2% 
Great Lakes 190 4 4.0% 


Interest = F.0.B. monitoring base price including 
size extra times interest factor. 


Insurance = 1% of base price + extras + ocean freight. 


Extras ($/l1.T.): 


1. Annealed Wire - Group I 5. Finish 
A. Base Prices A. Centerless Ground 
Including Grade Extras B. Centerless Ground 
B. Size by Grade Group and Polished 
C. Small Bar Size Extras 


6. Diameter Tolerance 
2. Hard/Spring Wire - Group II 


A. Base Prices 7. Straightening and Cut- 
Including Grade Extras to-Length 
B. Size by Grade Group A. Size Range 
B. Length 
3. Soft/Intermediate Wire - Group III 8. Packaging 


A. Base Prices 
Including Grade Extras 
B. Size by Grade Group 


4. Coating 


Note: This coverage applies to stainless steel round wire and 
stainless steel bar under 0.703 inches produced by drawing. Bar, in 
these sizes, if produced by hot rolling, is not covered by published 
prices. 


1. Group I - Annealed Wire: Soft wire in which there is no further 
cold drawing after the last annealing treatment. This wire 
is made by annealing in open fired furnaces or molten salt 
followed by pickling, which produces a clean gray matte 
finish. It is also made with a bright finish by annealing 
wet, oil or grease-drawn wire in a protective atmosphere, and 
is sometimes described as bright annealed wire. 


A. Grades Base Price 
301 1,696 
302 1,650 
303 1,742 >r 
est 304 1,696 g 
305 1,857 @ 
53% 2 
2% 310 3,122 = 
28 314 3,582 2 
0% 316 2,432 8, 
316-L 2,593 a 
317 2,892 & 
317-L 3,053 nal 
304-L 1,857 < 
17-4PH* 2,013 2. 
308 1,834 b 
308-L 1,995 © 
309 2,340 2 
. 309-L 2,501 6 
d 321 1,995 iS 
302 HQ (18-19LW)** 1,811 NQ 
347 2,294 fees 
384 2,248 oe 
pA 
= 409 1,374 eB. 
410 1,075 we 
416 1,075 . 
420 1,122 z 
430 t,.i25 = 
430-F 1,328 © 
3 
434 1,420 o 
434-A 1,236 S 
446 1,696 S) 
17-17Pli 2,616 S&S 
— 
* liay also be designated as type 630 or as UNS 17400 & 
: **ilay also be designated as type 302 CU and as 306 
in i. 
ed Zz 
o 
ae 
QO 
© 
a 
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GROUP I - ANNEALED WIRE (Continued) 


Bp Size * Grade Grou 

300 Series 17-4Pil 

& 17-7PH 400 Series 15-5PH 
2574" = .703" 343 433 343 
861" = 573" 343 433 343 
-500" 350 433 350 
2375" = .499" 379 447 379 
23125" = .374" 386 447 386 
«280° = .312° 423 447 423 
.234" - .249" 472 469 472 
ae = .<as0" 493 486 493 
sa00% < .215" 564 505 564 
185" - .199" 612 552 612 
170" - .184" 620 564 620 
.155" = .169" 649 536 649 
142" = .154" 678 663 673 
128" = .141" 690 766 689 
<tia” =~,127° 751 814 690 
.099" = .112" 855 911 692 
.086" = .098" 909 999 693 
.076" = .085”" 970 1,047 735 
.067" = .075" 1,004 1,103 874 
0538" = .066" 1,064 1,225 986 
051" = .057" 4,233 1,281 1,038 
.044" - .050" 1,164 "  gogee 1,087 
038" = .043”" 1,242 1,400 1,166 
<033”" ~~ .037" 1,342 1,560 1,267 
-030" = .032" 1,390 1,665 1,390 
-027" = .029" 1,485 ; 1,485 
024" = .026" 1,589 1,589 
021" = .023" 1,733 1,733 
.019" = .020" 1,811 1,811 
.018" 1,891 1,891 
.017" 1,937 1,937 
-016" 1,966 1,966 
.015" 2,015 2,015 


*All intermediate sizes to take next higher price. 





GROUP I = ANNEALED WIRE (Continued) 
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Size * Grade Group 
300 Series 17-4PH 
& 17-7PH 400 Series 15-5PHi 
.014" 2,170 -- 2,170 
-013" 2,292 -- 2,292 
.012" 2,343 -- 2,343 
.011" . 2,447 -- 2,447 
-010" 2,608 -- 2,608 
.009" 2,761 -- 2,761 o 
a. 
.008" 3,055 -- 3,055 & 
-0075" 34243 -- 3,213 S 
.007" 3,446 -- 3,446 x 
oO 
.0065" 3,879 -- 3,879 99, 
-006" 4,328 -- 4,328 e 
.00575" 4,732 -- 4,732 2 
.0055" 5,645 oe 5,645 as 
.00525" 5,738 can 5,738 S 
.005" 5,927 -- 5,927 = 
ray 
.00475" 6,017 -- 6,017 © 
.0045" 6,304 -- 6,304 2 
.00425" 6,734 -- 6,734 S 
-004" 7,354 -- 7,354 Fe 
.00375" 15,235 -- 15,235 N 
.0035" 17,675 -- 17,675 ~ 
rr 
.00325" 20,360 -- 20,360 ~ 
.003" 23,023 -- 23,023 
.0027" 24,999 -- 24,999 < 
.0025" 26,156 eee 26,156 z 
.002" 31,913 -- 31,913 = 
oO 
*All intermediate sizes to take next higher price. 3 
"@O 
“= 
ht 
S 
oo 
z 
ma 
a 
° 
ot. 
© 
© 
an 








C. Small Bar*: Small cold-drawn bar in wire gauges is to be priced 
using these size extras: : 


Size Range** Grade Grou 
300 Series 17-4PH 


& 17-7PH 400 Series 15-5PH 
.574" = .703" 280 233 280 
-501" = .573" 317 269 317 
.500" 317 269 317 
.375" - .499" 317 269 312 
.3125" -.374" 369 316 369 
.250" = .312" 480 432 480 
.234" - .249" 480 432 480 
.216" = .233" 507 465 507 
.185" = .215" ' 507 465 507 


*Annealing and pickling is included in base material cost. 
Size extras include cost of straightening and cut-to-length. 
**Intermediate sizes to take next higher price. 


2. Group II - Hard/Spring Wire: Wire drawn in several drafts as 
required to produce the high tensile strengths needed for 
such products as spring wire. 


A. Grades Base Price 
301 1,696 
302 1,650 
303 1,742 
304 1,696 
305 1,857 
310 3,122 
314 3,582 
316 2,432 
316-L 2,593 
317 2,892 
317-L 3,053 
321 1,995 
17-4Pli* 2,013 
17-7Pli** 2,616 
308 1,834 
308-L 1,995 
309 2,340 
309-L 2,501 
302 HQ (18-19LW)*** 1,811 
347 2,294 
384 2,248 
409 1,374 
410 1,075 
416 1,075 
420 1,121 
430 1,121 
430-F 1,328 
434 1,420 
434-A 1,236 
446 1,696 


*ilay also be designated as type 630 or UNS 17400 
**ilay also be designated as type 631 or UNS 17700 
***ilay also be designated as type 302 CU or 306 





GROUP II - HARD/SPRING WIRE (Continued) 


B. Sise * Grade Grou 
300 Series & 17-7PH 





*All intermediate sizes to take next higher price. 


Over .375" 710 
.3125" = .374" 710 
.2500" = .312" 710 
234" - .249" 710 
~216" = .233" 710 
200" = .215" 710 e 
.185" - .199" 710 3 
.170" = .184" 710 e 
.155" - .169" 710 z 
~142" = .154" 714 e 
shagt =. 249? 714 & 
~113" = 3127" 714 “odd 
.099" - .112" 719 < 
.086" - .098" 797 S 
.076" - .085" 855 = 
6 
067" - .075" 923 * 
.058" =- .066" 1,030 S 
O51" = .057" 1,239 : 
Ss 
.044" - .050" 1,424 N 
.038" - .043" 1,502 — 
.033" - .037" 1,648 = 
Z 
-030" - .032" 1,735 & 
.027" = .029" 2,090 . 
024" = .026" 2,280 2 
< 
~022* =. .029" 2,503 S 
-019" = .020" 2,800 | = 
.018" 3,388 = 
& 
| te 
.017" 3,679 > 
.016" 3,272 = 
.015 3,859 @ 
.014" 4,039 ... 
.013" 4,185 2 
.012" 4,482 = 
011" 5,730 8 
.010" 5,881 ® 
.009" 6,109 
.008" 6,318 
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3. Group III - Soft/Intermediate Wire: Wire drawn one or more 
drafts after annealing as required to produce minimum 
strength or hardness. The properties can be varied 
between soft temper and those approaching spring temper 
wire. Wire in this temper is usually produced ina 
variety of dry-drawn tempers. Cold-heading wire belongs 
in this group. 


A. Grades Base Price 
301 1,696 
302 1,650 
302 (30211Q, 18-9LW) 1,811 
303 1,742 
304 1,696 
305 1,857 
310 3,122 
314 3,582 
316 2,432 
316-L 2,593 
317 2,892 
317-L 3,052 
321 1,995 
17-4PH* 2,013 
303 1,834 
308-L 1,995 
309 2,340 
309-L 2,501 
347 2,294 
384 2,248 
409 1,374 
410 1,075 
416 1,075 
420 1,121 
430 : 1,121 
430-F 1,328 
434 1,420 
434-A 1,236 
446 1,696 


*ay also be designated as type 630 or UNS 17400 





GROUP III - SOFT/INTERMEDIATE WIRE (Continued) 


88L9P 


*All intermediate sizes to take next higher price. 


B. Size * Grade Group 
300 Series 17-4Pll 
& 17-7PH 400 Series 15-5PH 

Over .375" 603 471 603 
od1L2S*, = 2376" 603 471 603 
-2500" = .312" 603 471 603 
22340" = .249" 656 515 656 
22160" = .233" 656 515 656 
-200" = .215" 656 515 656 
+165" = .3199° 710 559 710 
~170" = .184" 710 559 710 
155°, = .369" 710 593 710 
~t42" — .154" 787 656 787 
i286" <- 14)" 7387 763 787 
okka” @ .cdar 841 824 841 
.099" = .112" 943 933 948 
-086" - .098" 1,045 1,011 1,045 
-076" - .085" 1,094 1,060 1,094 
e067" = .075* 1,210 1,152 1,210 
-058" =- .066" 1,312 1,307 1,312 
eQ51"° = .057* 1,356 1,473 1,356 
-044" =- .050" 1,410 1,497 1,410 
-038" = .043" 1,531 1,604 1,531 
-033" = .037" 1,628 1,711 1,628 
-030" = .032" 1,740 1,876 1,740 
~027" = .029" 1,900 1,900 
-024" = .026" 2,046 2,046 
OSL": = 053" 2,207 2,207 
-019" = .020" 2,357 2,357 

| 


4. Coating: Material that is uncoated or coated with lime (or 
equivalent to lime) and/or soap will carry no extra. Other 
coatings require an appropriate extra where additional costs 
are involved. Metallic coatings include copper, nickel, and 
lead. Won-metallic coatings include plastics, molybdenum 
disulfide, etc. 
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Netallic Non-metallic 

Size Range Copper Nickel 

Over .154" 116 35 29 
.099" = .154" 174 35 29 
-063" = .098" 232 47 38 
-041" = .062" 72 57 
2030" =- .040" 99 76 
-025" = ,029" 99 76 
2020" = .024" , 135 109 
e015" = .019” 177 143 


-010" = .014" 219 173 





Finish 


Centerless Centerless Ground 
Size Ranges * Sround and Polished 
2595" =' 703" 506 635 
-501" = .594" 506 635 
-500" 553 706 
-375" = 499" 570 730 
<dkae” M5 0aFe” 570 730 
o250" ‘=. .3124 570 730 
»234" = .249” 875 1,065 
2216" - .233" 876 1,065 
3200" = 215" 971 1,182 
oiaa” = «199" >: 35135 1,371 
<k70°..< .134* 15395 1,588 
oe = see" 1,600 1,870 
Ss" = PEAY 1,864 2,135 
-128" - .141" 2,194 2,464 
sas” ="! 127° 25747 2,041 
<093" = <112" 5,594 6,158 


*Intermediate sizes to take next higher price. 
These extras are applicable to all grades listed. 
Straightening and cut-to-length extras are included in the 
above finish extras. 

Diameter Tolerance 


Standard: AISI or JIS Specification 


Extra 
Standard Base 
Not less than 1/2 standard 99 
Closer than 1/2 to 1/4 standard 25% of size extra 
Closer than 1/4 standard 503 of size extra 


[FR Doc. 84-30671 Filed 11-21-84; 8:45 am} 
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7. Straightening and Cut-to-Length: Use the sum of the appropriate 
extras from A and B below to form the total extra. 


A. Size Range Extras 
3595° — 703" 105 
-501" - .594" 105 
-500" 105 
ate = .499° 133 
oda” = ste” 133 
elt" = 3126" 239 
-099" = .169" 598 
-051" = .098" 1,729 
«032° = .050" 1,994 

8. Length 
Under 12" 93 
12" to under 18" 60 
18" to under 24" 60 
24" to under 30" 40 
30" to under 36" 40 
36" to under 48" 40 
48" to under 60" 40 
60" to under 72" 40 
72" to under 120" 33 
120" to under 168" 33 
168" to under 192" 33 
192" to under 216" 33 
216" to under 240" 33 
240" to under 264" 26 
264" to under 288" 26 
288" to 316” 26 


8. Packaging 


Bundle 26 
Wooden Boxes 88 
Fibre Drums 81 
Coil Carriers 26 
Spools 

Sizes under .020" 157 
Both Spools and Wooden Boxes 

Sizes .020" and greater 83 

Sizes under .020" 247 
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COMMITTEE FOR THE 
IMPLEMENTATION OF TEXTILE 
AGREEMENTS 


New Officials To issue Export Visas 
for Certain Cotton, Wool and Man- 
Made Fiber Textile Products Exported 
From Haiti 


November 19, 1984. : 

On March 6, 1980 a letter dated March 
3, 1980 was published in the Federal 
Register (45 FR 14617), which 
established an export visa requirement 
for cotton, wool and man-made fiber 
textile products subject to the terms of 
the bilateral agreement of April 2, 1982 
between the Governments of the United 
States and Haiti. The Government of 
Haiti has informed the Government of 
the United States that the officials listed 
below, are authorized to issue export 
visas, effective on December 1, 1984. 
This list supersedes all such lists 
published previously. 
Jacques Lionel Desir 
Alfred Auguste 
Jean Daniel Elie 
Jean-Claude Decime 
Demesmin Dorsainville 
Jean-Baptiste Matellus 


Walter C. Lenahan, 
Chairman, Committee for the Implementation 
of Textile Agreements. 


2 


[FR Doc. 84-30710, Filed 11-21-84; 8:45 am} 
BILLING CODE 3510-DR-M 


Changes in Officials Authorized To 
issue Export Visas for Certain Cotton, 
Wool and Man-Made Fiber Textile 
Products Produced or Manufactured in 
Mexico 


November 19, 1984. 

Under the terms of the Bilateral 
Cotton, Wool and Man-Made Fiber 
Textile Agreement of February 26, 1979, 
as amended and extended, between the 
Governments of the United States and 
Mexico, the Government of Mexico has 
notified the United States Government 
that eight additional officials are 
authorized to issue export visas for the 
textile and apparel products subject to 
the terms of the the bilateral agreement. 
The purpose of this notice is to advise 
the public of this change. The following 
is a complete list of officials of the 
Government of Mexico who are 
currently authorized to issue export 
visas: 


Tomas Rodriquez Weber 

Julia Medina Medina 

Ruben Resendiz Perez 

Cecilio Gutierrez Chavez 
Azael Noe Cisneros Lara 
Miguel Angel Rivera Villasenor 


Jose Manuel Martinez Ayala 
Carlos Perez Iglesias 

Alirio Jose del Angel Liscano 
Jose H. Delgado Gonzalez 

Hugo H. Villarrael Pena 
Saturnino Lopez Hidalgo 
Gildardo Valenzo Miranda 
Hector Hernandez Hernandez 
Arnulfo Pulgarin Soto 

Miguel Franco Gutierrez 

Hector Palacios Gavira 
Domingo Yorio Saqui 

Carlos F. Ostos O. 

Hose M. Marrufo Rejon 

Jorge Jure Cejin 
Hermenegildo Gervantes Martinez 
Francisco Lastra Bastar 

Adan Ravelero Vazquez 
Gerardo Solis Laredo 

Ernesto B. Ascencio Esparza 
Jose Luis Ferretis Martinez 
Rogelio Lopez Lucio 

Jorge Luis Robles Contreras 
Alma Rosa Curiel Montiel 
Arguimiro Reyes Genis 

Delfino Gonzalez Munoz 
Serafin Martinez Cruz 

Javier Inzunza Angulo 

Bolivar Hernandez Garza 

Maria Margarita Aparicio Hernandez 
Hedilberto Cobos Rodriguez 
Jose Serralta Hernandez 
Enrique Cisneros Tevera 

Marco A. Abente Aramburo 
Ana Amelia Cortazar Navarrete 
Jose Ramon Buenrostro Mendoza 
Roberto Pareyon Torreblanca 
Miguel Velazco Bustamante 
Rogelio Sada Madero 


Laura Ramirez Dominguez 


Effective Date: December 1, 1984. 
Walter C. Lenahan, 
Chairman, Committee for the Implementation 
of Textile Agreements. 
[FR Doc. 84-0711 Filed 11-21-84; 8:45 am] 
BILLING CODE 3510-DR-M 


DEPARTMENT OF DEFENSE 
Department of the Air Force 


USAF Scientific Advisory Board; 
Meeting 


November 13, 1984. 

The USAF Scientific Advisory Board 
Ad Hoc Committee on Advance Air- 
Vehicle Surveillance and Warning 
Technologies will meet at the Pentagon 
on December 12 (9:00 a.m.—4:30 p.m.) and 
December 13 (9:00 a.m.—4:30 p.m.) 1984 to 
review surveillance technologies and 
system concepts for application to air- 
vehicle detection systems. 

This meeting will involve classified 
defense matters listed in Section 552b(c) 
of Title 5, United States Code, 
specifically subparagraph (1) thereof, 
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and accordingly will be closed to the 
public. 

For further information, contact the 
Scientific Advisory Board Secretariat at 
(202) 697-4648. 

Norita C. Koritko, 

Air Force Federal Register Liaison Officer. 
[FR Doc.84~30662 Filed 11-21-84; 8:45 am] 

BILLING CODE 3910-01-M 


DEPARTMENT OF EDUCATION 


National Advisory Council on Indian 
Education; Meeting 


AGENCY: National Advisory Council on 
Indian Education. 


ACTION: Notice of Meeting. 


SUMMARY: This notice sets forth the 
schedule and proposed agenda of a 
forthcoming meeting of the full Council. 
Notice of this meeting is required under 
section 10(a)}(2) of the Federal Advisory 
Committee Act. This document is 
intended to notify the general public of 
their opportunity to attend. 


DATES: December 12-13, 1984, 9:00 A.M. 
until conclusion of business each day. 


appress: Seattle-Sheraton Hotel, Sixth 
& Pike, P.O. Box 2906, Seattle, 
Washington 98111, 206/621-9000. 
FOR FURTHER INFORMATION CONTACT: 
Lincoln C. White, Executive Director, 
National Advisory Council on Indian 
Education, Pennsylvania Building, Suite 
326, 425 13th Street, N.W., Washington, 
D.C. 20004 (202)/376-8882). 
SUPPLEMENTARY INFORMATION: The 
National Advisory Council on Indian 
Education is established under section 
442 of the Indian Education Act (20 
U.S.C. 1221g). The Council is established 
to assist the Secretary in carrying out 
responsibilities under section 441(a) of 
the Indian Education Act (Title IV of 
Pub. L. 92-318), through advising 
Congress, the Secretary of Education, 
the Under Secretary of Education and 
the Assistant Secretary of Elementary 
and Secondary Education with regard to 
programs benefiting Indian children and 
adults. 

The meeting will be open to the 
public. The proposed agenda includes: 


(1) Election of Officers 

(2) Chairman's Report 

(3) Executive Director's Report 

(4) Action on previous minutes 

(5) Committee discussions and reports 

(6) Review of NACIE’s FY’ 85 budget 

(7) Plans for future NACIE activities 

(8) Regular Council business 

(9) Public Testimony 

(10) On-site visits to Seattle area 
(December 13, 1984) 
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Records shall be kept of all Council 
proceedings and shall be available for 
public inspection at the office of the 
National Advisory Council on Indian 
Education located at 425 13th Street, 
N.W., Suite 326, Washington, D.C. 20004, 
from the hours of 8:00 a.m. to 4:30 p.m. 


Dated: November 15, 1984. Signed at 
Washington, D.C. 
Lincoln C. White, 
Executive Director, National Advisory 
Council on Indian Education. 
[FR Doc. 84-30543 Filed 11-21-84; 8:45 am] 
BILLING CODE 4000-01-M 


DEPARTMENT OF ENERGY 


Federal Energy Regulatory 
Commission 


[Docket No. ER77-485-000] 


Carolina Power & Light Co.; 
Compliance Filing 


November 16, 1984. 

Take notice that on November 2, 1984, 
Carolina Power and Light Company 
(CP&L) submitted for filing its 
compliance report pursuant to the 
Commission’s Order issued July 20, 1984. 

CP&L states that the last of its sales- 
for-resale customers to pay the 
surcharge amounts did so on October 19, 
1984. Therefore, in accordance with the 
Commission's July 20 Order, this report 
details the principal and interest owed 
by each customer, the total amount paid 
CP&L and the payment date. 

Any person desiring to be heard or to 
protest this filing should file comments 
with the Federal Energy Regulatory 
Commission, 825 North Capitol Street, 
NE., Washington, D.C. 20426, on or 
before November 28, 1984. Comments 
will be considered by the Commission in 
determining the appropriate action to be 
taken. Copies of this filing are on file 
with the Commission and are available 
for public inspection. 

Kenneth F. Plumb, 

Secretary. 

(FR Doc. 64-30620 Filed 11-21-84; 6:45 am] 
BILLING CODE 6717-01-M 


[Docket No. ER81-504-007] 


Delmarva Power & Light Co.; 
Compliance Report 


November 16, 1984. 

Take notice that on November 5, 1984, 
Delmarva Power and Light Company 
(Delmarva) submitted for filing its 
compliance report pursuant to the 
Commission's letter order, dated 
February 2, 1983. 


Delmarva states that the compliance 
report contains cost of service study and 
compliance rates are applicable to the 
Municipalities of Milford, New Castle, 
Newark, Middletown, Clayton and 
Smyrna pursuant to the terms of the 
Stipulation between Delmarva Power 
and Light Company and these 
Municipalities. 

The Stipulation provided in part that 
the final compliance rates for these six 
affected Customers were to be 
established after final decisions were 
rendered in Docket Nos. ER78-414 and 
ER80-363. The Commission Orders in 
these two Dockets have been appealed 


. on certain issues and are, thus, not as 


yet “final”. However, the issues on 
appeal are not at issue in Docket No. 
ER81-504 and would not have any 
impact on the compliance rates in this 
Docket. Therefore, the Company has 
decided to proceed towards the 
completion of this Docket by filing the 
requisite compliance cost of service 
study and compliance rates. 

Any person desiring to be heard or to 
protest this filing should file comments 
with the Federal Energy Regulatory 
Commission, 825 North Capitol Street, 
NE., Washington, D.C. 20426, on or 
before November 28, 1984. Comments 
will be considered by the Commission in 
determining the appropriate action to be 
taken. Copies of this filing are on file 
with the Commission and are available 
for public inspection. 

Kenneth F. Plumb, 

Secretary. 

[FR Doc. 84-30621 Filed 11-21-84; 8:45 am] 
BILLING CODE 6717-01-M 


[Docket No. ES85-5-000] 


El Paso Electric Co.; Amended 
Application 


November 16, 1984. 

Take notice that on November 9, 1984, 
El Paso Electric Company (“Applicant”), 
filed an amended application with the 
Commission pursuant to Section 204 of 
the Federal Power Act seeking authority 
to increase from $75 million to $150 
million principal amount of pollution 
control revenue bonds proposed to be 
issued to finance the costs of acquisition 
and construction of pollution control 
facilities at or related to the Palo Verde 
Nuclear Generating Station. 

Any person desiring to be heard or to 
make any protest with reference to said 
application should on or before 
November 26, 1984, file with the Federal 
Energy Regulatory Commission, 825 
North Capitol Street, NE., Washington, 
D.C. 20426, petitions or protests in 
accordance with the requirements of the 
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Commission's Rules of Practice and 
Procedure (18 CFR 385.211 or 385.214). 
All protests filed with the Commission 
will be considered by it in determining 
the appropriate action to be taken but 
will not serve to make the protestants 
parties to the proceeding. Persons 
wishing to become parties to a 
proceeding or to participate as a party in 
any hearing therein must file motions to 
intervene in accordance with the 
Ccmmission’s rules. The application is 
on file with the Commission and 
available for public inspection. 

Kenneth F. Plumb, 

Secretary. 

[FR Doc. 84-30622 Filed 11-21-84; 8:45 am] 

BILLING CODE 6717-01-M 


[Docket No. ER85-11 1-000] 


Florida Power Corp.; Filing 


November 16, 1984. 


The filing company submits the 
following: 

Take notice that on November 9, 1984, 
Florida Power Corporation (Florida 
Power) tendered for filing Service 
Schedule X providing for extended 
economy interchange service between 
Florida Power and the City of Lakeland. 
Florida Power states that Service 
Schedule X is submitted for inclusion as 
a supplement to the existing contract for 
interchange service between Florida 
Power and the City of Lakeland 
designated as Florida Power's Rate 
Schedule FERC No. 92. 

Florida Power requests that Service 
Schedule X be permitted to become 
effective November 7, 1984, and 
therefore requests waiver of the sixty 
day notice requirement. 

Copies of this filing have been served 
upon the City of Lakeland and the 
Florida Public Service Commission. 

Any person desiring to be heard or to 
protest said filing should file a motion to 
intervene or protest with the Federal 
Energy Regulatory Commission, 825 
North Capitol Street, NE., Washington, 
D.C. 20426, in accordance with Rules 211 
and 214 of the Commission's Rules of 
Practice and Procedure (18 CFR 385.211, 
385.214). All such motions or protests 
should be filed on or before November 
30, 1984. Protests will be considered by 
the Commission in determining the 
appropriate action to be taken, but will 
not serve to make protestants parties to 
the proceeding. Any person wishing to 
become a party must file a motion to 
intervene. Copies of this filing are on file 





with the Commission and are available 
for public inspection. 

Kenneth F. Plumb, 

Secretary. 

[FR Doc. 84-30623 Filed 11-21-84; 8:45 am) 

BILLING CODE 6717-01-M 


[Docket No. ER85-112-000] 


Florida Power Corp,; Filing 
November 16, 1984. 

The filing Company submits the 
following: 

Take notice that on November 9, 1984, 
Florida Power Corporation (Florida 
Power) tendered for filing Service 
Schedule X providing for extended 
economy interchange service between 
Florida Power and the City of 
Gainesville. Florida Power states that 
Service Schedule X is submitted for 
inclusion as a supplement to the existing 
contract for interchange service 
between Florida Power and the City of 
Gainesville designated as Florida 
Power's Rate Schedule FERC No. 88. 

Florida Power requests that Service 
Schedule X be permitted to become 
effective November 7, 1984, and 
therefore requests waiver of the sixty 
day notice requirement. 

Copies of this filing have been served 
upon the City of Gainesville and the 
Florida Public Service Commission. 

Any person desiring to be heard or to 
protest said filing should file a motion to 
intervene or protest with the Federal 
Energy Regulatory Commission, 825 
North Capitol Street, NE., Washington, 
D.C. 20426, in accordance with Rules 211 
and 214 of the Commission's Rules of 
Practice and Procedure {18 CFR 385.211, 
385.214). All such motions or protests 
should be filed on or before November 
30, 1984. Protests will be considered by 
the Commission in determining the 
appropriate action to be taken, but will 
not serve to make protestants parties to 
the proceeding. Any person wishing to 
become a party must file a motion to 
intervene. Copies of this filing are on file 
with the Commission and are available 
for public inspection. 

Kenneth F. Plumb, 

Secretary. 

(FR Doc. 84-30624 Filed 11-21-84; 8:45 am} 
BILLING CODE 6717-01-m 


[Docket No. ER85- 107-000) 


idaho Power Co., Filing 


November 16, 1984 
The filing Company submits the 


following: 
Take notice that on November 7, 1984, 


Idaho Power Company (Idaho) tendered 


for filing a Service Agreement between 
Idaho and Western Area Power 
Association, covering the sale of 
nonfirm energy under Idaho’s 1st 
Revised FERC Electric Tariff, Volume 
No. 1. . 

Idaho requests an effective date of 
September 1, 1984, and therefore 
requests waiver of the Commission's 
notice requirements. 

Any person desiring to be heard or to 
protest said filing should file a motion to 
intervene or protest with the Federal 
Energy Regulatory Commission, 825 
North Capitol Street, NE., Washington, 
D.C. 20426, in accordance with Rules 211 
and 214 of the Commission's Rules of 
Practice and Procedure {18 CFR 385.211, 
385.214). All such motions or protests 
should be filed on or before November 
30, 1984. Protests will be considered by 
the Commission in determining the 
appropriate action to be taken, but will 
not serve to make protestants parties to 
the proceeding. Any person wishing to 
become a party must file a motion to 
intervene. Copies of this filing are on file 
with the Commission and are available 
for public inspection. 

Kenneth F. Plumb, 

Secretary. 

[FR Doc. €4-908625 Filed 11-21-84: 6:45 amj 
BILLING CODE 8717-01-m 


[Docket No. ER85-108-000) 


idaho Power Co.; Filing 


November 16, 1984. 

The filing Company submits the 
following: 

Take notice that on November 7, 1984, 
Idaho Power Company tendered for 
filing in compliance with the Federal 
Energy Regulatory Commission's Order 
of October 7, 1978, a summary of sales 
made under the Company's 1st Revised 
FERC Electric Tariff, Volume 1 
(Supersedes Original Volume No. 1) 
during September, 1984, along with cost 
justification for the rate charged. This 
filing includes the following 
supplements: 

Utah Power & Light Company— 

Supplement 24 
Sierra Pacific Power Company— 

Supplement 31 
Portland General Electric Company— 

Supplement 28 
Southern California Edison Company— 

Supplement 22 
San Diego Gas & Electric Company— 

Supplement 18 
Washington Water Power Company— 

Supplement 23 
Los Angeles Water & Power Company— 

Supplement 19 
City of Burbank—Supplement 18 
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City of Glendale—Supplement 18 
City of Pasadena—Supplement 18 
Pacific Gas and Electric Company— 

Supplement 3 
Western Area Power Administration— 

Supplement 1 

Idaho requests an effective date of 
September 1, 1984, and therefore 
requests waiver of the Commission's 
notice requirements. 

Any person desiring to be heard or to 
protest said filing should file a motion to 
intervene or protest with the Federal 
Energy Regulatory Commission, 825 
North Capitol Street, NE., Washington, 
D.C. 20426, in accordance with Rules 211 
and 214 of the Commission’s Rules of 
Practice and Procedure (18 CFR 385.211, 
385.214). All such motions or protests 
should be filed on or before November 
30, 1984. Protests will be considered by 
the Commission in determining the 
appropriate action to be taken, but will 
not serve to make protestants parties to 
the proceeding. Any person wishing to 
become a party must file a motion to 
intervene. Copies of this filing are on file 
with the Commission and are available 
for public inspection. 

Kenneth F. Plumb, 

Secretary. 

(FR Doc. 64-30626 Filed 11-21-84; 8:45 am] 
BILLING CODE 6717-01-M 


(Docket No. ER85-110-000) 


lowa-lilinois Gas and Electric Co.; 
Filing 


November 16, 1984. 

The filing Company submits the 
following: 

Take notice that on November 8, 1984, 
Iowa-Illinois Gas and Electric Company 
(Iowa-Mlinois) tendered for filing a First 
Amendment {dated October 1, 1984) to 
Louisiana Transmission Operating 
Agreement of May 27, 1983, between 
lowa-Illinois, lowa Power and Light 
Company (Iowa Power), lowa Public 
Service Company (Public Service), 
Central Iowa Power Cooperative 
(Central Iowa), Interstate Power 
Company (Interstate), City of Tipton, 
Iowa (Tipton), City of Harlan, lowa 
(Harlan), and City of Waverly, Iowa 
(Waverly), proposed to be effective on 
acceptance for filing; and assignments 
for Capacity Schedule (dated October 1, 
1984) between lowa-lllingis, lowa 
Power, Public Service, Central Iowa, 
Interstate, Tipton, Harlan, Waverly, and 
City of Eldridge, lowa (Eldridge) 
pursuant to Article IV of the Louisa 
Transmission Operation Agreement, 
proposed to the effective October 13, 
1983. 
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lowa-lllinois states the First 
Amendment clarifies that (a) to the 
extent ownership in Louisa 
Transmission differs from ownership in 
Louisa Generating Station, certain costs 
and responsibilities will be shared by 
the owners of Louisa Transmission and 
not Louisa Generating Station; and (b) 
generator transformer rewinding will be 
considered maintenance and not 
replacement. 

Iowa Illinois further states that the 
Assignments for Capacity Schedule is 
made pursuant to Article IV of the 
Louisa Transmission Operating 
Agreement and permits Eldridge to 
utilize the line segment of Louisa 
Transmission from Substation 93 to 
Substation 92 as a scheduling path for 
Eldridge’s generation from Louisa 
Generating Station. The Assignments for 
Capacity Schedule is in the form of 
Exhibit II to the Louisa Transmission 
Operating Agreement. 

Iowa-lllinois states that no new 
facilities are required to effectuate these 
Rate Schedule Supplements. 

lowa-lllinois requests waiver of the 
notice requirements so as to permit an 
effective date for Assignments for 
Capacity Schedule of October 13, 1983. 
The other jurisdictional parties concur in 
this request in their respective 
Certificates of Concurrence included in 
the filing. The proposed effective date 
reflects the in-service date of Louisa 
Generating Station and is also the 
effective date of the Louisa 
Transmission Operating Agreement. 

lowa-lllinois states a copy of the filing 
has been mailed to each of the 
respective parties, the lowa State 
Commerce Commission, the Illinois 
Commerce Commission, the Minnesota 
Public Utilities Commission and the 
South Dakota Public Utilities 
Commission. 

Any person desiring to be heard or to 
protest said filing should file a motion to 
intervene or protest with the Federal 
Energy Regulatory Commission, 825 
North Capitol Street, NE., Washington, 
D.C. 20426, in accordance with Rules 211 
and 214 of the Commission's Rules of 
Practice and Procedure (1,8 CFR 385.211, 
385.214). All such motions or protests 
should be filed on or before November 
30, 1984. Protests will be considered by 
the Commission in determining the 
appropriate action to be taken, but will 
not serve to make protestants parties to 
the proceeding. Any person wishing to 
become a party must file a motion to 
intervene. Copies of this filing are on file 


with the Commission and are available 
for public inspection. 

Kenneth F. Plumb, 

Secretary. 

[FR Doc. 64-30627 Filed 11-21-84; 8:45 am] 

BILLING CODE 6717-01-M 


[Docket No. ER85-89-000) 


Maine Public Service Co.; Filing 


November 16, 1984. 

The filing Company submits the 
following: 

Take notice that on October 29, 1984, 
Maine Public Service Company (Maine) 
tendered for filing a Notice of 
Termination of Rate Schedule FPC No. 4 
and Rate Schedule FPC No. 9. Maine 
requests an effective date of October 31, 
1984. 

Any person desiring to be heard or to 
protest said filing should file a motion to 
intervene or protest with the Federal 
Energy Regulatory Commission, 825 
North Capitol Street, NE., Washington, 
D.C. 20426, in accordance with Rules 211 
and 214 of the Commission's Rules of 
Practice and Procedure (18 CFR 385.211, 
385.214). All such motions or protests 
should be filed on or before November 
30, 1984. Protests will be considered by 
the Commission in determining the 
appropriate action to be taken, but will 
not serve to make protestants parties to 
the proceeding. Any person wishing to 
become a party must file a motion to 
intervene. Copies of this filing are on file 
with the Commission and are available 
for public inspection. 

Kenneth F. Plumb, 

Secretary. 

[FR Doc. 8430628 Filed 11-21-84; 6:45 am] 
BILLING CODE 6717-01-M 


[Docket No. ER85~-109-000) 


Niagara Mohawk Power Corp., Filing 


November 16, 1984. 

The filing Company submits the 
following: 

Take notice that on November 7, 1984, 
Niagara Mohawk Power Corporation 
(Niagara) Tendered for filing proposed 
rate schedules to increase charges for 
delivery of power and energy to 
industrial customers receiving 
Replacement and/or Expansion Power, 
such power and energy being purchased 
by Niagara from the Power Authority of 
the State of New York (Power 
Authority). The source of generation is 
the Niagara Project, which is owned and 
operated by the Power Authority. 

Niagara presently has on file an 
agreement with PASNY dated 
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February 10, 1961, for among other 
services, supplying arid transmitting 
power and energy from PASNY’s 
Niagara project over Niagara’s 
transmission facilities to PASNY's 
municipal and cooperative customers 
and certain industrial customers of 
Niagara. 

The proposed rate schedules revise 
the charges for the delivery of power 
and energy and affect only those 
industrial customers receiving 
Replacement and/or Expansion Power. 
An effective date of January 5, 1985 is 
proposed. 

Copies of the filing were served upon 
the parties listed in the service list. 

Any person desiring to be heard or to 
protest said filing should file a motion to 
intervene or protest with the Federal 
Energy Regulatory Commission, 825 
North Capitol Street, NE., Washington, 


D.C. 20426, in accordance with Rules 211 


and 214 of the Commission's Rules of 
Practice and Procedure (18 CFR 385.214). 
All such motions or protests should be 
filed on or before November 30, 1984. 
Protests will be considered by the 
Commission in determining the 
appropriate action to be taken, but will 
not serve to make protestants parties to 
the proceeding. Any person wishing to 
become a party must file a motion to 
intervene. Copies of filing and are on file 
with the Commission and are available 
for public inspection. 

Kenneth F. Plumb, 

Secretary. 

[FR Doc. 84-30629 Filed 11-21-84; 8:45 am] 

BILLING CODE 6717-01-M 


[Docket No. CP85-C00] 


Southern Natural Gas Co.; Request 
Under Blanket Authorization 


November 16, 1984. 

Take notice that on October 25, 1984, 
Southern Natural Gas Company 
(Southern), P.O. Box 2563, Birmingham, 
Alabama 35202, filed in Docket No. 
CP85-59-000 a request pursuant to 
§ 157.205 of the Regulations under the 
Natural Gas Act (18 CFR 157.205) for 
authorization to construct and operate a 
sales tap which will be used for delivery 
of natural gas to Mississippi Valley Gas 
Company (MVG), an existing customer, 
for resale under the certificate issued in 
Docket No. CP82-406-000 pursuant to 
Section 7 of the Natural Gas Act. all as 
more fully set forth in the request on file 
with the Commission and open to public 
inspection. 

Southern proposes to construct and 
operate a sales tap having an estimated 
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cost of $1,500, which cost is to be borne 
by MVG. Southern states that the 
proposed sales tap would be designated 
as Southern’s Tap No. 7257 and would 
be located at Mile Post 2.853 on 
Southern’s Onward-Vicksburg second 
loop line in Sharkey County, Mississippi. 
Southern further states that the 
construction of the proposed sales tap 
would enable MVG to sell gas to certain 
residential customers who currently are 
not being supplied with natural gas. 

Southern asserts that deliveries 
through the proposed facilities would be 
from Southern's general system supply. 
Southern further asserts that it is 
currently authorized to sell and deliver 
to MVG an aggregate contract demand 
of 97,064 Mcf of gas per day. Southern 
indicates that the maximum quantity of 
natural gas MVG is entitled to take at 
Tap No. 7257 is 2,275 Mcf per year. 
Souther concludes that the total volumes 
to be delivered through the subject sales 
tap are de minimis and would not result 
in MVG's receiving volumes greater 
than its certificated entitlements. 

Southern states that as permitted by 
its FERC Gas Tariff, deliveries at the 
proposed tap would be consolidated for 
billing purposes with deliveries at 
Southern’s Deer Creek Natural Gas 
District delivery point. Southern further 
states ths gas would be sold at the 
commodity charge specified in its Rate 
Schedule OCD-1, which charge is 
currently $3.47322 per Mcf. 

Any person or the Commission's staff 
may, within 45 days after issuance of 
the instant notice by the Commission, 
file pursuant to Rule 214 of the 
Commission's Procedural Rules {18 CFR 
385.214) a motion to intervene or notice 
of intervention and pursuant to 157.205 
of the Regulations under the Natural 
Gas Act (18 CFR 157.205) a protest to the 
request. If no protest is filed within the 
time allowed therefor, the proposed 
activity shall be deemed to be 
authorized effective the day after the 
time allowed for filing a protest. If a 
protest is filed and not withdrawn 
within 30 days after the time allowed for 
filing a protest, the instant request shall 
be treated as an application for 
authorization pursuant to Section 7 of 
the Natural Gas Act. 


Kenneth F. Plumb, 
Secretary. 


[FR Doc. 84-30630 Filed 11-21-84; 8:45 am] 
BILLING CODE 6717-01-M 


[Docket No. QF 81-7-000] 


Application of Occidental Geothermal, 
Inc. and Santa Fe international 
Corporation for Determination That a 
Change in Ownership Will Not Result 
in Revocation of Qualifying Status and 
Request for Expedited Determination 


(November 20, 1984) 


On November 16, 1984, Occidental 
Geothermal, Inc. 5000 Stockdale 
Highway, Bakersfield, California and 
Santa Fe International Corporation, 1000 
South Fremont Avenue, Alhambra, 
California 91802, filed with the Federal 
Energy Regulatory Commission 
(“Commission”) an Application of 
Occidental Geothermal, Inc. and Santa 
Fe International Corporation for 
Determination that a Change in 
Ownership will not Result in Revocation 
of Qualifying Status and Request for 
Expedited Determination pursuant to 
§ 292.207(d)(2) of the Commission's rules 
asking that the Commission determine 
that sale of all capital stock of 
Occidental Geothermal, Inc., to Santa Fe 
International Corporation will not result 
in revocation of the qualifying facility 
status of the facility under 
§ 292.207(d)(1) of the Commission's 
rules. The facility is located in Lake 
County, California and has a power 
production capacity of 80 megawatts 
and generates electric power solely 
through utilization of geothermal steam. 

Occidental Geothermal, Inc. is an 
indirect, wholly-owned subsidiary of 
Occidental Petroleum Corporation. 
Santa Fe International Corporation is an 
indirect, wholly-owned subsidiary of 
Kuwait Petroleum Corporation, which is 
owned in turn by the government of 
Kuwait. 

Any person desiring to be heard or 
objecting to the granting of qualifying 
status should file a petition to intervene 
or protest with the Federal Energy 
Regulatory Commission, 825 North 
Capitol Street, NE., Washington, D.C. 
20426, in accordance with § 385.209 and 
§ 385.214 of this chapter. All such 
petitions or protests must be filed within 
15 days after the date of publication of 
this notice and must be served on the 
applicant. Protests will be considered by 
the Commission in determining the 
appropriate action to be taken but will 
not serve to make protestants parties to 
the proceedings. Any person wishing to 
become a party must file a petition to 
intervene. Copies of this filing are on file 
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with the Commission and are available 
for public inspection. 

Kenneth F. Plumb. 

Secretary. 

[FR Doc. 84-30941 Filed 11-21-84; 8:45 am] 

BILLING CODE 6717-01-M 


ENVIRONMENTAL PROTECTION 
AGENCY 


[SAB-FRL 2723-2] 


Science Advisory Board 
Environmental Effects, Transport and 
Fate Committee; Open Meeting 


Under Pub. L. 92-463, notice is hereby 
given that a one-day meeting of the 
Environmental Effects, Transport and 
Fate Committee of the Science Advisory, 
Board will be held on December 11, 
1984, at Marie Antoinette Hotel, 827 Rue 
Toulouse, New Orleans, Louisiana 
70112, in Conference Room “Directoire”’. 
The meeting will start at 8:00 a.m. and 
adjourn at approximately 4:00 p.m. 

The principal purposes of the meeting 
will be: (1) Finalization the Committee's 
study on the incineration of liquid 
hazardous chemicals at sea and on land; 
(2) status reports from the Water 
Quality Criteria Subcommittee and the 
Dioxin Subcommittee will be discussed 
briefly. 

Draft copies of the Incineration Report 
will be available to the public at this 
meeting but not prior to the meeting. If 
you wish to have a copy of the report 
mailed to you after the meeting date, 
please contact Dr. Douglas B. Seba, 
Executive Secretary, Environmental 
Effects, Transport and Fate Committee, 
at (202) 382-2552 or by mail to: Science 
Advisory Board (a-101F), U.S. 
Environmental Protection Agency, 401 M 
Street, SW., Washington, D.C. 20460. 

The meeting will be open to the 
public. Any member of the public 
wishing to attend should contact Dr. 
Douglas B. Seba. Those wishing to 
obtain information or submit comments 
to the Committee should contact Dr. 
Terry F. Yosie, Director, Science 
Advisory Board (202) 382-4126 or Dr. 
Douglas Seba, by close of business 
December 4, 1984. 

Dated: November 14, 1984. 

Terry F. Yosie, 

Director, Science Advisory Board. 
[FR Doc. 84-30714 Filed 11-21-84; 8:45 am] 
BILLING CODE 6560-50-M 
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[FRL 2723-1] 


Availability of State Adopted Water 
Quality Standards and Criteria 


AGENCY: Environmental Protection 
Agency. 
ACTION: Notice of Availability. 


SUMMARY: This notice announces the 
availability of numerous documents 
dealing with state adopted water quality 
standards and water quality criteria 
available to the public. Copies of these 
documents may be obtained by written 
requests to the name and address listed 
below. 


FOR FURTHER INFORMATION CONTACT: 
Jewell Grubbs, Standards Branch (WH- 
585), Environmental Protection Agency, 
401 M Street, SW., Washington, D.C 
20460. 

SUPPLEMENTARY INFORMATION: Each of 
the available documents is listed below 
with a brief description. 


1. Water Quality Standards 
Regulation, 48 FR 51400, Nov. 8, 1983. 

This regulation revises and 
consolidates in a new Part 131 the 
regulations c” ified in 40 CFR Parts 120 
and 35 (1983) that govern the 
development, review, revision and 
approval of Water Quality Standards 
under Section 303 of the Clean Water 
Act (the Act). 

2. Water Quality Standards 
Handbook, December, 1983. 

The handbook consists of the 
guidance prepared by EPA to assist 
states in implementing the revised 
Water Quality Standards Regulation (48 
FR 51400, November 8, 1983). The 
handbook provides a general 
description of the overall standards 
setting process, information on general 
program administrative policies and 
procedures, and a description of 
analyses which may be used in 
determining appropriate uses and 
criteria. 

3. Water Quality Standards Program 
Fact Sheet, November 1983. 

This is one page document outlining 
briefly the water quality standards 
regulation. 

4. Questions and Answers on: Water 
Quality Standards, December, 1983. 

This document consists of non- 
technical general information on the 
water quality standards program, most 
useful for people just trying to get a 
basic understanding of the program. 

5. State Water Quality Standards for 
Toxics, October 1984. 

This is a summary of information on 
current state-adopted and EPA 
approved standards for toxic pollutants 
plus an indication of projected state 


plans involving the inclusion of criteria 
for toxic pollutants in state standards. 

6. Summary of Water Quality 
Standards Promulgation Actions. 

This document consists of the date, 
type of action and Federal Register 
reference number of the state water 
quality standards that have been 
promulgated by EPA. 

7. Technical Support Manual: 
Waterbody Surveys and Assessments 
For Conducting Use Attainability 
Analyses: Volume I, November 1983. 

This manual provides additional 
guidance and detail on conducting use 
attainability analyses and supplements 
Chapter 3 of the Water Quality 
Standards Handbook, (EPA, December 
1983). . 

8. Technical Support Manual: 
Waterbody Surveys and Assessments 
For Conducting Use Attainability 
Analyses: Volume II: Estuarine Systems, 
November 1983. 

This manual deals with the unique 
characteristics of estuarine systems and 
supplements the Technical Support 
Manual: Water Body Surveys and 
Assessments for Conducting Use 
Attainability Analyses (EPA, November 
1983) 

9. Technical Support Manual: 
Waterbody Surveys and Assessments 
For Conducting Use Attainability 
Analyses: Volume III: Lake Systems, 
November 1984. 

This manual discusses the unique 
characteristics of lake systems and 
supplements the Technical Support 
Manual: Water Body Surveys and 
Assessments For Conducting Use 
Attainability Analyses: Volume I, (EPA, 
November 1983) 

10. Water Quality Standards Criteria 
Summaries, A Compilation of State/ 
Federal Criteria, December 1980. 

These summaries contain the state- 
adopted and EPA approved criteria for 
27 different water quality parameters. 
These documents were most recently 
published in 1980. An updated summary 
of changes occurring since 1980 is also 
available. Summaries are available for: 

Acidity-Alkalinity (pH), Antidegradation, 
Arsenic, Bacteria, Cadmium, Chromium, 
Copper, Cyanide, Definitions Designated 
Uses, Dissolved Oxygen, Dissolved Solids, 
General Provisions/Freedoms, General Toxic 
Substances, Intermittent Streams, Iron, Lead, 
Mercury, Mixing Zones, Nitrogen-Ammonia/ 
Nitrate/Nitrite, Organics, Other Elements, 
Pesticides, Phosphorus, Temperature, 
Turbidity, and Zinc. 

11. A Listing of the Dates of State 
Adoption and EPA Approval of State 
Water Quality Standards from 1977 
Through 1983. 

This document is a listing of the dates 
in which the states adopted their Water 


46195 


Quality Standards and the date of EPA’s 
subsequent approval of these standards. 

12. Water Quality Criteria Documents, 
FR 45 79318, November 28, 1980. 

This is the Federal Register which 
summarizes the criteria developed for 
the 65 toxic pollutants or pollutant 
categories which were published 
pursuant to section 304(a)(1) of the 
Clean Water Act. Also an errata (June 9, 
1981) is included. However, the 65 
individual documents may be purchased 
from the National Technical Information 
Service (NTIS), 5285 Port Royal Road, 
Springfield, Virginia 22161, (703-487- 
4650). 

13. Ambient Water Quality Criteria 
Documents, 49 FR 4531 February 7, 1984. 

This is a series of nine draft 
documents containing proposed ambient 
water quality criteria for the protection 
of aquatic life and its uses. They 
address ammonia, arsenic, cadmium, 
chlorine, chromium, copper, cyanide, 
lead and mercury. Also included in this 
group is a summary of revisions to the 
document entitled “Guidelines for 
Deriving Numerical National Water 
Quality Criteria for the Protection of 
Aquatic Life and its Uses”. The final 
criteria recommendations will be 
provided instead of draft proposals 
immediately when such final criteria are 
published. 

14. Recalculation of State Toxic 
Criteria, November, 1983. 

In an effort to assist the States in 
developing site-specific ambient water 
quality criteria, EPA has published a 
series of protocols as guidance 
documents. This is one of those 
protocols. The Recalculation Procedure 
modifies the National Water Quality 
Criteria to reflect local resident species 
compositions. 

15. Water Quality Health Effects 
Criteria For Marine and Fresh 
Recreational Waters. 

This document provides guidance on 
ambient indicator bacterial densities 
which provide various levels of 
protection from risks of gastro-intestinal 
disease from swimming in sewage 
polluted waters, 49 FR 21987, May 24, 
1984. 

Each of the above documents may be 
obtained separately or as a group. If 
requesting individual documents, please 
specify exactly which document(s) you 
are requesting. Since all of the 
documents are not stored in 
Washington, D.C., there may be a 4 to 6 
week delay in filling some requests. 
Multiple copies for groups are available 
for most of the documents. Also some of 
these documents are periodically 
updated; if updated material is available 
at the time of request, we will send it. 
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Dated: November 14, 1984. 


Jack E. Ravan, 
Assistant Administrator for Water. 


[FR Doc. 84-30707 Filed 11-21-84; 8:45 am] 
BILLING CODE 6560-50-M 


(ER-FRL-2724-2] 


Environmental Impact Statements; 
Notice of Availability 


Responsible Agency: Office of Federal 
Activities, General Information (202) 
382-5073 or (202) 382-5075. Availability 
of Environmental Impact Statements 
filed November 13, 1984 through 
November 16, 1984 Pursuant to 40 CFR 
1506.9: 

EIS No. 840519, DSuppl, HUD HI, Kaka’ 
ako Community Development Plan, 
Makai Area, Mortgate Insurance, 
Grants and Rental Housing subsidies, 
City and County of Honolulu, Due: 
January 7, 1985, Contact: Frank 
Johnson (808) 546-3133. 

EIS No. 840520, Draft, IBR, ND, Dunn- 
Nokota Methanol Project, Water 
Supply Contract Approval, Lake 
Sakakawea, Dunn County, Due: 
January 12, 1985, Contact: Eley 
Denson, Jr. (406) 657—6558. 

EIS No. 840521, Draft, FAA, CA. John 
Wayne Airport, Airfield 
Improvements, Orange County, Due: 
January 7, 1985, Contact: Daniel 
Frickle (714) 834-5550. 

EIS No. 840522, Final, BLM, OR, John 
Day Resource Area, Resource 
Management Plan, Herney and Grant 
Counties, Due: December 31, 1984, 
Contact: Malcolm Shrode (503) 573- 
5241. 

EIS No. 840523, Draft, AFS, NC, 
Nantahale and Pisgah National 
Forests Land and Resource 
Management Plan, Due: February 21, 
1985, Contact: John Alcock (404) 881- 
4177. 

EIS No. 840524, Draft, OSM, TN, 
Tennessee Federal Program, Surface 
Coal Mining Operations, 


Comprehensive Impacts, Permits, Due: 


January 18, 1985 Contact: Mark Boster 
(202) 343-5854. 

EIS No. 840525 Final, SCS, KS, South 
Fork Watershed Flood Control Plan, 
Butler, Chase, and Greenwood 
Counties, Due: December 24, 1984, 
Contact: John Tipple (913) 823-4565. 

EIS No. 840526, Final, FHA Adopted 
from SCS, NC, Moss Neck Watershed 
Protection and Flood Prevention, 
Robeson County, Due: December 24, 
1984, Contact: Peter Smith (202) 447- 
3853. 

EIS No. 840527 Final, FHW, MI, 
Edgewood Boulevard Improvements, 


Between Logan and Cedar Streets, 
Ingham County, Due: December 24, 
1984, Contact: Thomas Fort (517) 377- 
1879. 


Amended Notices 


EIS No. 840447, Draft, SCS, MD, 
Goldsboro Watershed Multipurpose 
Plan, Caroline County, Due: December 
3, 1984, Published FR: 10-5-84— 
Review extended. 

EIS No. 840484, Draft, AFS, UT, WY, 
Wasatch-Cache National Forest Land 
and Resource Management Plan, Due: 
February 8, 1985, Published FR: 11-9- 
84—Incorrect Due Date. 

EIS No. 840494, Final NPS, FL, 
Loxahatchee River Wild and Scenic 
River Study, Designation, Beach and 
Martin Counties, Due: December 24, 
1984, Published FR 11-9-84—Review 
period reestablished. 

EIS No. 840463, Draft, FWS, CT, RI, VT, 
NH, MA, ME, New England Rivers 
Atlantic Salmon, Restoration, Due: 
January 31, 1985, Published FR: 10-19- 
84—Review extended. 


Dated: November 19, 1984. 


Allan Hirsch, 
Director, Office of Federal Activities. 


[FR Doc. 84-30761 Filed 11-21-84; 8:45 am] 
BILLING CODE 6560-50-M 


[ER-FRL-2724-3] 


Environmental Impact Statements and 
Regulations; Availability of EPA 
Comments 


Availability of EPA comments 
prepared November 5, 1984 through 
November 9, 1984 pursuant to the 
Environmental Review Process (ERP), 
under section 309 of the Clean Air Act 
and section 102(2)(c) of the National 
Environmental Policy Act, as amended. 
Requests for copies of EPA comments 
can be directed to the Office of Federal 
Activities at (202) 382-5075/76. An 
explanation of the ratings assigned to 
draft environmental impact statements 
(EISs) was published in Federal Register 
dated October 19, 1984 (49 FR 41108). 


Draft EISs 


ERP No. DR-BLM-J65114-WY, Rating 
EC2, Buffalo Resource Area, Resource 
Management Plan, WY. SUMMARY: 
EPA is concerned that the revised DEIS 
does not respond adequately to our 
concerns. EPA believes that BLM should 
further assess proposed land 
management practices and impacts on 
water quality, and that the alternatives 
presentation should be developed more 
completely. 
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ERP No. D-CDB-C89022-NY, Rating 
LO, Norstar Plaza Development, UDAG, 
NY. SUMMARY: EPA belives the overall 
project will not result in significant 
adverse impacts to the environment. 
Additional information was requested 
concerning air emissions from 
mechanical devices in order to ascertain 
the need for a PSD permit, and 
floodplain protection measures and 
sources of cooling water. 

ERP No. D-USN-K40148-CA, Rating 
LO, Port Chicago Highway, Main Street 
and Waterfront Road, Explosive Safety 
Closure, Naval Weapons Station, CA. 
SUMMARY: EPA had no objections to 
the project as proposed. 


Final EISs 


ERP No. F-AFS-J65096-UT, Uinta 
Nat'l Forest, Land/Resource 
Management Plan, UT. SUMMARY: EPA 
expressed no objection to the DEIS, 
supplemental DEIS and Forest Plan. EPA 
indicated its interest in continuing to 
work with the Forest Service on forest 
water quality management issues. 

ERP No. F-AFS-]65120-CO, White 
River Nat'l Forest, Land/Resource 
Management Plan, CO. SUMMARY: 
EPA believes the Forest Service's Plan is 
environmentally acceptable and 
implementable. 

ERP No. F-AFS-K65048-00, Pacific 
Southwest-Region, Management 
Standards, Guidelines and Planning 
Goals, CA, HI, Guam and US Territories. 
SUMMARY: The FEIS adequately 
addressed the issues EPA had raised on 
the project's DEIS. 

ERP No. F-AFS-L01004-ID, Sunbeam 
Mtn. Gold/Silver Mine and Milling 
Operation Plan, Challis Nat'l Forest, ID. 
SUMMARY: The project is an open pit 
gold mine using a vat leach cyanidation 
process to extract gold. EPA does not 
support the Forest Service preferred 
alternative which involves neutralizing 
the residual cyanide in the spent ore 
with a strong oxidizing agent, probably 
chlorine, instead of lining the tailing 
pond. EPA's major concerns involve 
disposing of the chlorinated wastewater, 
ground water impacts, compliance with 
NSPS and wetlands mitigation. 

ERP No. F-BLM-G65037-NM, Roswell 
Resource Area, Rangeland Management 
Plan, NM. SUMMARY: The FEIS 
adequately responds to our comments 
on the DEIS and no new issues of 
concern have been identified regarding 
the proposed action. 

ERP No. F-BLM-K65104-CA, Coast/ 
Valley Planning Area, Resource 
Management Plan, CA. SUMMARY: 
EPA asked that BLM include EPA, 
Region 9, in scoping activities for the 
Coast/Valley Resource Area. EPA 
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requested that it be advised of all NEPA 
activities for oil and gas leasing, 
minerals leasing and grazing activities 
that may impact wetlands or riparian 
communities, and that BLM commit to 
all appropriate mitigation measures in 
the Record of Decision. 

ERP No. F-IBR-J05016-UT, Diamond 
Fork Power System, Central Utah 
Project, Expansion, UT. SUMMARY: 
The FEIS adequately addressed EPA 
concerns on the DEIS. Although the 
preferred Plan in the FEIS is different 
from that in the DEIS, no significant 
difference in environmental impacts is 
noted. 

Amended Notices. The following 
comments were prepared during the 
week of October 29, 1984 through 
November 2, 1984 and should have 
appeared in the Federal Register Notice 
published on November 16, 1984. 


Draft EISs 


ERP No. D-BLM-K03012-00, Rating 
EC2, Celeron/All American and Getty 
Pipeline Construction, NM, CA, TX, AZ. 
SUMMARY: EPA requested further 
information regarding the environmental 
impacts of instream pipeline 
construction, the treatment of 
hydrostatic test water, and requested 
clarificaton for several air quality 
analyses. EPA supported the 
commitment to various mitigation 
measures, including a requirement for 
detailed hydrogeologic investigations. 

ERP No. D-COE-L35010-AK, Rating 
EC2, Auke Bay Breakwater and Marina 
Developments, Permits, AK. 
SUMMARY: EPA requested additional 
environmental analyses on potential 
environmental impacts of the proposed 
breakwater and related marina 
developments. Because the marina 
developments have a significant 
potential to produce increased 
automobile traffic and parking 
problems, a screening level analysis of 
the proposal’s impacts on ambient air 
quality should be included. Alternatives 
to dredging and filling proposed for the 
Fisherman's Bend Marina expansion 
were not evaluated. An alternatives 
analysis is required by 40 CFR 230.10(a). 
The FEIS should also evaluate possible 
means of mitigating the adverse impacts 
of the proposed filling of intertidal 
habitat in accordance with the EPA 
Region 10, Section 404 Mitigation Policy. 

ERP No. D-SFW-K64008-HI, Rating 
EC2, Hawaiian Islands Nat'l Wildlife 
Refuge (HINWR) Management Plan, HI. 
SUMMARY: EPA supports the 
designation of the HINWR, but has 
concerns about possible water quality, 
problems if appropriate refuge 
boundaries are not selected. A major 
concern is protection of coral reef water 


quality and EPA suggested 
consideration of an alternative that 
would establish refuge boundaries at the 
100 fathom contour. EPA also 
recommended coordination with the 
COE on the need for Section 404 
permits. 


Final EISs 


ERP No. F-COE-A11063-00, New 
Army Light Infantry Division, Stationing 
of Seventeenth Active Component, AL, 
AK, CA, KY, NY, TN, WA, Guam. 
SUMMARY: Issues raised by EPA were 
adequately addressed in the FEIS, 
except for a request for more detai!s on 
mitigating wetland impacts and how 
necessary environmental and social 
service facilities will be provided. 

ERP No. F-COE-A11064-00, New 
Army Light Infantry Division, Stationing 
of Eighteenth Active Component, AL, 
AK, CA, KY, NY, TN, WA, Guam. 
SUMMARY: Same as F-COE-A11063-00 
above. 

Dated: November 19, 1984. 

Allan Hirsch, 

Director, Office of Federal Activities. 
[FR Doc. 84-30762, Filed 11-21-84; 8:45 am] 
BILLING CODE 6560-50-M 


FEDERAL HOME LOAN BANK BOARD 
[No. 84-656] 


Monthly Survey of Rates and Terms on 
Conventional 1-Family Nonfarm 
Mortgage Loans 


Date: November 19, 1984. 

AGENCY: Federal Home Loan Bank 
Board. 

ACTION: Notice. 


SUMMARY: The public is advised that the 


Federal Home Loan Bank Board has 
submitted a new information collection 
request, “Monthly Survey of Rates and 
Terms on Conventional 1-Family 
Nonfarm Mortgage Loans”, to the Office 
of Management and Budget for approval 
in accordance with the Paperwork 
Reduction Act (44 U.S.C. Chapter 35). 

Comments: Comments on the 
information collection request are 
welcome and should be submitted 
within 15 days of publication of this 
notice in the Federal Register. 
Comments regarding the paperwork- 
burden aspects of the request should be 
directed to: Office of Management and 
Budget, Office of Information and 
Regulatory Affairs, Washington, D.C. 
20503, Attention: Desk Officer for the 
Federal Home Loan Bank Board. 

The Board would appreciate 
commenters sending copies of their 
comments to the Board. 
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Requests for copies of the proposed 
information collection request and 
supporting documentation are 
obtainable at the Board address given 
below: Director, Information Services 
Section, Office of Secretariat, Federal 
Home Loan Bank Board, 1700 G Street, 
NW., Washington, D.C. 20552, Phone: 
202-377-6933. 

FOR FURTHER INFORMATION CONTACT: 
Richard Pickering, Office of Policy and 
Economic Research. Phone: 202-377- 
6770. 

By the Federal Home Loan Bank Board 

John F. Ghizzoni, 

Assistant Secretary. 

[FR Doc. 84-30700 Filed 11-21-84; 8:45 am] 
BILLING CODE 6720-01-M 


American Savings and Loan 
Association, inc.; Knoxville, TN; Notice 
of Appointment of Receiver 


Notice is hereby given that pursuant 
to the authority contained in section 
406(c)(1)(B)(i)(I) of the National Housing 
Act, 12 U.S.C. section 1729(c)(1)(B) (i)(1) 
(1982), the Federal Home Loan Bank 
Board appointed the Federal Savings 
and Loan Insurance Corporation as sole 
receiver for American Savings and Loan 
Association, Inc., Knoxville, Tennessee 
on November 16, 1984. 


Dated: November 16, 1984. 
John F. Ghizzoni, 
Assistant Secretary. 
[FR Doc. 84~-30701 Filed 11-21-84; 8:45 am] 
BILLING CODE 6720-01-M 


East Tennessee Federal Savings and 
Loan Association, Inc., Knoxville, TN; 
Notice of Appointment of Receiver 


Notice is hereby given that pursuant 
to the authority contained in. section 5(d) 
(6) (A) of the Home Owners Loan Act, 
12 U.S.C. section 1464(d)(6)(A) (1982), 
appointed the Federal Savings and Loan 
Insurance Corporation as sole receiver 
for East Tennessee Federal Savings and 
Loan Association, Inc. Knoxville, 
Tennessee, on November 16, 1984. 


Dated: November 16, 1984. 
John F. Ghizzoni, 
Assistant Secretary. 
(FR Doc. 84-30704 Filed 11-21-84; 8:45 am] 
BILLING CODE 6720-01-M 


The John Sevier Savings and Loan 
Association of Sevierville, Inc.; 
Sevierville, TN; Notice of Appointment 
of Receiver 


Notice is hereby given that purstant 
to the authority contained in section 
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406(c){1)(B){i)(} of the National Housing 
Act, 12 U.S.C. section 1729{c)(1}{B){i}(1} 
(1982), the Federal Home Loan Bank 
Board appointed the Federal Savings 
and Loan Insurance Corporation as sole 
receiver for The John Sevier Savings and 
Loan Association of Sevierville, Inc., 
Sevierville, Tennessee, on November 16, 
1984. 

Dated: November 16, 1984. 
John F. Ghizzoni, 
Assistant Secretary. 
[FR Doc. 84-30703 Filed 11-21-84; 8:45 am] 
BILLING CODE 6720-01-M 


Knox Federal Savings and Loan 
Association; Knoxville, TN; Notice of 
Appointment of Receiver 


Notice is hereby given that pursuant 
to the authority contained in section 
5(d)(6){A) of the Home Owner’s Loan 
Act of 1933, 12 U.S.C. 5(d)(6){A) (1982), 
the Federal Home Loan Bank Board 
appointed the Federal Savings and Loan 
Insurance Corporation as sole receiver 
for Knox Federal Savings and Loan 
Association, Knoxville, Tennessee, on 
November 16, 1984. 

Dated: November 16, 1984. 

John F. Ghizzoni, 
Assistant Secretary. 


[FR Doc. 84-30705 Filed 11-21-84; 8:45 am] 
BILLING CODE 6720-01-M 


Savarinah Savings and Loan 
Association; Savannah, TN; Notice of 
Appointment of Receiver 


Notice is hereby given that pursuant 
to the authority contained in section 
406(c)(1)(B){i)(I) of the National Housing 
Act, 12 U.S.C. section 1729{c)({1)(B){i)(D 
(1982), the Federal Home Loan Bank 
Board appointed the Federal Savings 
and Loan Insurance Corporation as sole 
receiver for Savannah)Savings and Loan 
Association, Savannah, Tennessee, on 
November 16, 1984. 


Dated: November 16, 1984. 
John F. Ghizzoni, 
Assistant Secretary. 
[FR Doc. 84~-30702 Filed 11-21-84; 8:45 am} 
BILLING CODE 6720-01-M 


FEDERAL MARITIME COMMISSION 


Ocean Freight Forwarder License; 
Applicants 


Notice is given that the following 
applicants have filed with the Federal 
Maritime Commission applications for 
licenses as ocean freight forwarders 
pursuant to section 19 of the Shipping 


Act, 1984 (46 U.S.C. app. 1718 and 46 
CFR part 510). 

Persons knowing of any reason why 
any of the following applicants should 
not receive a license are requested to 
communicate with the Director, Bureau 
of Tariffs, Federal Maritime 
Commission, Washington, D.C. 20573. 
C. Martin Landry, 2819 Quincannon 

Lane, Houston, TX 77043 
E.D.R. International, Inc., 301 West Park 

Drive, #206, Miami, FL 33172. Officer: 

Eduardo Del Riego, Sole Officer 
Nilda A. Valles dba N.A.V.E., 14003 

Merry Meadow, Houston, TX 77049 
Catello Joseph Montagna, 1327 West 

170th Street, Gardena, CA 90247 
Ghaleb,Paul Ghannoum, 21483 Crozier 

Avenue, Boca Raton, FL 33428 


Dated: November 19, 1984. 
By the Federa! Maritime Commission. 
Francis C. Hurney, 
Secretary. 
[FR Doc. 84-30726 Filed 11-21-84; 8:45 am] 
BILLING CODE 6730-01-M 


FEDERAL RESERVE SYSTEM 


Acquisitions of Companies Engaged in 
Permissible Nonbanking Activities; 
California Commercial Bancshares, et 
al. 


The organizations listed in this notice 
have applied under § 225.23(a)(2) or (f) 
of the Board's Regulation Y (12 CFR 
225.23(a)(2) or (f}) for the Board’s 
approval under section 4{c)(8) of the 
Bank Holding Company Act (12 U.S.C. 
1843(c)(8)) and § 225.21(a) of Regulation 
Y (12 CFR 225.21(a)) to acquire or 
control voting securities or assets of a 
company engaged in a nonbanking 
activity that is listed in § 225.25 of 
Regulation Y as closely related to 
banking and permissible for bank _ 
holding companies. Unless otherwise 
noted, such activies will be conducted 
throughout the United States. 

Each application is available for 
immediate inspection at the Federal 
Reserve Bank indicated. Once the 
application has been accepted for 
processing, it will also be available for 
inspection at the offices of the Board of 
Governors. Interested persons may 
express their views in writing on the 
question whether consummation of the 
proposal can “reasonably be expected 
to produce benefits to the public, such 
as greater convenience, increased 
competition, or gains in efficiency, that 
outweigh possible adverse effects, such 
as undue concentration of resources, 
decreased or unfair competition, 
conflicts of interests, or unsound 
banking practices.” Any request for a 
hearing on this question must be 
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accompanies by a statement of the 
reasons a written presentation would 
not suffice in lieu of a hearing, 
identifying specifically and questions of 
fact that are in dispute, summarizing the 
evidence that would be presented at a 
hearing, and indicating how the party 
commenting would be aggrieved by 
approval of the proposal. 

Unless otherwise noted, comments 
regarding each of these applications 
must be received at the Reserve Bank 
indicated for the application or the 
offices of the Board of Governors not 
later than December 13, 1984. 

A. Federal Reserve Bank of San 
Francisco (Harry W. Green, Vice 
President) 101 Market Street, San 
Francisco, California 94105: 

1. California Commercial Bancshares, 
Santa Anna California; to purchase 
certain assets and assume certain 
liabilities of Mission Hills Mortgage 
Corporation, Tustin, California, thereby 
engaging in mortgage banking activities, 
including the origination, selling and 
servicing of real estate secured loans. 

2. Sanwa Bank, Ltd. Osaka, Japan; to 
acquire Continental Illinois Leasing 
Corporation, Chicago, Illinois, and 
Cobak Corporation, Chicago, Illinois, 
thereby engaging in the making, 
acquiring and servicing of loans or other 
extensions of credit, primarily in 
connection with equipment and personal 
property financing and the leasing of 
personal property and equipment. 

Board of Governors of the Federal Reserve 
System, November 16, 1984. 

James McAfee, 

Associate Secretary of the Board. 
(FR Doc. 84-30681 Filed 11-21-84; 8:45 am] 
BILLING CODE 6210-01-M 


Fidelcor, inc., et al.; Applications to 
Engage de Novo in Permissible 
Nonbanking Activities 


The companies listed in this notice 
have filed an application under 
§ 225.23(a}(1) of the Board’s Regulation 
Y (12 CFR 225.23(a)(1)}) for the Board’s 
approval under section 4(c)(8) of the 
Bank Holding Company Act (12 U.S.C. 
§ 1843(c)(8)) and § 225.21(a) of 
Regulation (12 CFR 225.21(a)} to 
commence or to engage de novo, either 
directly or through a subsidiary, in a 
nonbanking activity that is listed in 
§ 225.25 of Regulation Y as closely 
related to banking and permissible for 
bank holdling companies. Unless 
otherwise noted, such activities will be 
conducted throughout the United States. 

Each application is available for 
immediate inspection at the Federal 
Reserve Bank indicated. Once the 
application has been accepted for 
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processing, it will also be available for 
inspection at the offices of the Board of 
Governors. Interested persons may 
express their views in writing on the 
question whether consummation of the 
proposal can “reasonably be expected 
to produce benefits to the public, such 
as greater convenience, increased 
competition, or gains in efficiency, that 
outweigh possible adverse effects, such 
as undue concentration of resources, 
decreased or unfair competition, 
conflicts of interests, or unsound 
banking practices.” Any request for a 
hearing on this question must be 
accompanied by a statement of the 
reasons a written presentation would 
not suffice in lieu of a hearing, 
identifying specifically any questions of 
fact that are in dispute, summarizing the 
evidence that would be presented at a 
hearing, and indicating how the party 
commenting would be aggrieved by 
approval of the proposal. 

Unless otherwise noted, comments 
regarding the applications must be 
received at the Reserve Bank indicated 
or the offices of the Board of Governors 
not later than December 12, 1984. 

A. Federal Reserve Bank of 
Philadelphia (Thomas K. Desch, Vice 
President) 100 North 6th Street,. 
Philadelphia, Pennsylvania 19105: 

1. Fidelcor, Inc., Rosemont, 
Pennsylvania; to engage de novo through 
its subsidiary, Fedelcor Life Insurance 
Company, Phoenix, Arizona, in 
underwriting as reinsurer, credit life and 
accident and health insurance related to 
retail installment contracts which 
Fidelity Bank, N.A. (survivor of the 
merger between Fidelity Bank and 
Southeast National Bank, both 
subsidiaries of Fidelcor, Inc.) purchases 
from dealers located in the States of 
Maryland, Ohio, Delaware, 
Pennsylvania, and New Jersey. 

B. Federal Reserve Bank of Chicago 
(Franklin D. Dreyer, Vice President) 230 
South LaSalle Street, Chicago, Illinois 
60690: 

1. Dunlap Iowa Holding Co., Dunlap, 
Iowa; to engage de novo in the making, 
acquiring and servicing of loans and 
other extensions of credit for the 
company’s account, in the countries of 
Harrison, Monona, Shelby, and 
Crawford in the State of Iowa. 

C. Federal Reserve Bank of 
Minneapolis (Bruce J. Hedblom, Vice 
President) 250 Marquette Avenue, 
Minneapolis, Minnesota 55480: 

1. First Bank System, Inc., 
Minneapolis, Minnesota; to engage de 
novo through its subsidiary, First Bank 
System Community Development 
Corporation, Minneapolis, Minnesota, to 
make a debt investment in the 
Worthington Student Housing Project, 


Worthington, Minnesota, designed 
primarily to promote community welfare 
through the development of low-income 
housing in the State of Minnesota. 

D. Federal Reserve Bank of Dallas 
(Anthony J. Montelaro, Vice President) 
400 South Akard Street, Dallas, Texas 
75222: 

1. Provident Bancorp, Inc., Dallas, 
Texas; to engage de novo through its 
subsidiary, Provident Mortgage 
Corporation, Dallas, Texas, in initiating 
and servicing residential and 
commerical mortgages for sale to 
investors or in the secondary mortgage 
market. 


Board of Governors of the Federal Reserve 
System, November 16, 1984. 
James McAfee, 
Associate Secretary of the Board. 
[FR Doc. 84-30692 Filed 11-21-84; 8:45 am] 
BILLING CODE 6210-01-M 


Formations of; Acquisitions by; and 
Mergers of Bank Holding Companies; 
RBC Holdings (USA) Inc., et al. 


The companies listed in this notice 
have applied for the Board's approval 
under section 3 of the Bank Holding 
Company Act (12 U.S.C. 1842) and 
§ 225.14 of the Board’s Regulation Y (12 
CFR 225.14) to become a bank holding 
company or to acquire a bank or bank 
holding company. The factors that are 
considered in acting on the applications 
are set forth in section 3(c) of the Act (12 
U.S.C. 1842(c)). 

Each application is available for 
immediate inspection at the Federal 
Reserve Bank indicated. Once the 
application has been accepted for 
processing, it will also be available for 
inspection at the offices of the Board of 
Governors. Interested persons may 
express their views in writing to the 
Reserve Bank or to the offices of the 
Board of Governors. Any comment on 
an application that requests a hearing 
must include a statement of why a 
written presentation would not suffice in 
lieu of a hearing, identifying specifically 
any questions of fact that are in dispute 
and summarizing the evidence that 
would be presented at a hearing. 

Unless otherwise noted, comments 
regarding each of these applications 
must be received not later tha 
December 13, 1984. 

A. Federal Reserve Bank of New York 
(A. Marshall Puckett, Vice President) 33 
Liberty Street, New York, New York 
10045: 

1. RBC Holdings (USA) Inc., New 
York, New York; to become a bank 
holding company by acquiring 100 
percent of the voting shares of The 
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Royal Bank and Trust Company, New 
York, New York. 

B. Federal Reserve Bank of Atlanta 
(Robert E. Heck, Vice President) 104 
Marietta Street NW., Atlanta, Georgia 
30303: 

1. CB&T Bancshares, Inc., Columbus, 
Ohio; to merge with the following bank 
holding companies: Carroll County 
Financial Corporation, Temple, Georgia 
(75 percent of the voting shares), thereby 
indirectly acquiring Bank of Carroll 
County, Temple, Georgia; F&M 
Bancshares, Inc., Leslie, Georgia (100 
percent of the voting shares), thereby 
indirectly acquiring Farmers & 
Merchants Bank, Leslie, Georgia; 
Southwest Georgia Financial 
Corporation, Moultrie, Georgia (49 
percent of the voting shares), thereby 
indirectly acquiring Moultrie National 
Bank, Moultrie, Georgia; and West 
Georgia Financial Corporation, 
Tallapoosa, Georgia {75 percent of the 
voting shares), thereby indirectly 
acquiring West Bank of Tallapoosa, 
Georgia. 

C. Federal Reserve Bank of Chicago 
(Franklin D. Dreyer, Vice President) 230 
South LaSalle Street, Chicago, Illinois 
60690: 

1. Peoples Bancshares of Antigo, Inc., 
Antigo, Wisconsin; to become a bank 
holding company by acquiring at least 
90 percent of the voting shares of The 
Peoples’ Bank, Antigo, Wisconsin. | 

D. Federal Reserve Bank of St. Louis 
(Delmer P. Weisz, Vice President) 411 
Locust Street, St. Louis, Missouri 63166: 

1. Farmers Capital Bank Corporation, 
Frankfort, Kentucky; to acquire at least 
80 pecent of the voting shares of United 
Bank & Trust Company, Versailles, 
Kentucky. 

E. Federal Reserve Bank of 
Minneapolis (Bruce J. Hedbiom, Vice 
President) 250 Marquette Avenue, 


Minneapolis, Minnesota 55480: 


1. Phillips Insurance Agency, 
Newport, Minnesota; to acquire at least 
52.50 percent of the voting shares of 
Dodgeville State Bank, Dodgeville, . 

Wi: = ~sin. 

F. 1 uderal Reserve Bank of Kansas 
City (Thomas M. Hoenig, Vice President) 
925 Grand Avenue, Kansas City, 
Missouri 64198: 

1. Amcorp Financial, Inc., Ardmore, 
Oklahoma; to become a bank holding 
company by acquiring 80 pecent of the 
voting shares of American National 
Bank, Ardmore, Oklahoma. 

2. Crown Bancshares, Inc., Kansas 
City, Missouri; to acquire 1.2 pecent of 
the voting shares of Merchants 
Bancorporation, Topeka, Kansas, 
thereby indirectly acquiring additional 





shares of The Merchants National Bank 
of Topeka, Topeka, Kansas. 

G. Federal Reserve Bank of Dallas 
(Anthony J. Montelaro, Vice President) 
400 South Akard Street, Dallas, Texas 
75222: 

1. Southwest Bank Holding Company, 
Dallas, Texas; to become a bank holding 
company by acquiring 100 percent of the 
voting shares of Bank of The Southwest 
of Dallas, Dallas, Texas. 


Board of Governors of the Federal Reserve 
System, November 16, 1984. 


James McAfee, 

Associate Secretary of the Board. 
{FR Doc. 84-30693 Filed 11-21-84; 8:45 am] 
BILLING CODE 6210-01-M 


Federal Open Market Committee; 
Domestic Policy Directive of October 
2, 1984 


In accordance with § 217.5 of its rule 
regarding availability of information, 
there is set forth below the Committee's 
Domestic Policy Directive issued at its 
meeting held on October 2, 1984." 


The information reviewed at this meeting 
suggests that the expansion in economic 
activity slowed appreciably in the third 
quarter from a strong pace earlier in the year. 
In August, industrial production rose only 
slightly and gains in nonfarm payroll! 
employment moderated further; retail sales 
and housing starts declined for the second 
month in a row. The civilian unemployment 
rate was unchanged in August at 7.5 percent. 
Information on outlays and spending plans 
suggests slower expansion in business fixed 
investment, following exceptionally rapid 
growth in recent quarters. Since the 
beginning of the year, average prices and the 
index of average hourly earnings have risen 
more slowly than in 1983. 

In August the monetary aggregates 
expanded at relatively slow rates, but data 
available for September suggested some 
strengthening. From the fourth quarter of 1983 
through September, M1 apparently grew at a 
rate close to the midpoint of the Committee’s 
range for 1984, M2 at a rate somewhat below 
the midpoint of its longer-run range, and M3 
at a rate near the upper limit of its range. 
Growth in total domestic nonfinancial debt 
appears to be continuing at a pace above the 
Committee's monitoring range for the year, 
reflecting large government borrowing along 
with relatively strong private credit growth. 
Interest rates generally have fallen somewhat 
further since the August meeting of the 
Committee. 

Over the past month, the foreign exchange 
value of the dollar against a trade-weighted 
average of major foreign currencies has ~ 
fluctuated widely under often volatile market 
conditions, reaching a new high in the latter 


! The Record of Policy Actions of the Committee 
for the meeting of October 2, 1984 is filed as part of 
the original document. Copies are available upon 
request to The Board of Governors of the Federal 
Reserve System, Washington, D.C. 20551. 
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part of September; since then the dollar has 
declined somewhat. The merchandise trade 
deficit rose sharply to a record high rate in 
the July-August period. 

The Federal Open Market Committee seeks 
to foster monetary and financial conditions 
that will help to reduce inflation further, 
promote growth in output on a sustainable 
basis, and contribute to an improved pattern 
of international transactions. In furtherance 
of these objectives the Committee agreed at 
the July meeting to reaffirm the ranges for 
monetary growth that it had established in 
January: 4 to 8 percent for M1 and 6 to 9 
percent for both M2 and M3 for the period 
from the fourth quarter of 1983 to the fourth 
quarter of 1984. The associated range for total 
domestic nonfinancial debt was also 
reaffirmed at 8 to 11 percent for the year 1984. 
It was anticipated that M3 and nonfinancial 
debt might increase at rates somewhat above 
the upper limits of their 1984 ranges, given 
developments in the first half of the year, but 
the Committee felt that higher target ranges 
would provide inappropriate benchmarks for 
evaluating longer-term trends in M3 and 
credit growth. For 1985 the Committee agreed 
on tentative ranges of monetary growth, 
measured from the fourth quarter of 1984 to 
the fourth quarter of 1985, of 4 to 7 percent for 
M1, 6 to 8% percent for M2, and 6 to 9 
percent for M3. The associated range for 
nonfinancial debt was set at 8 to 11 percent. 

The Committee understood that policy 
implementation would require continuing 
appraisal of the relationships not only among 
the various measures of money and credit but 
also between those aggregates and nominal 
GNP, including evaluation of conditions in 
domestic credit and foreign exchange 
markets. 

In the implementation of policy in the short 
run, the Committee seeks to maintain the 
lesser degree of restraint on reserve positions 
sought in recent weeks. This action is 
expected to be consistent with growth in M1, 
M2, and M3 at annual rates of around 6, 7%, 
and 9 percent, respectively, during the period 
from September to December. A somewhat 
further lessening of restraint on reserve 
positions would be acceptable in the event of 
significantly slower growth in the monetary 
aggregates, evaluated in relation to the 
strength of business expansion and 
inflationary pressures, domestic and 
international financial market conditions, and 
the rate of credit growth. 

Conversely, greater restraint might be 
acceptable in the event of substantially more 
rapid monetary growth and indications of 
significant strengthening of economic activity 
and inflationary pressures. The Chairman 
may call for Committee consultation if it 
appears to the Manager for Domestic 
Operations that pursuit of the monetary 
objectives and related reserve paths during 
the period before the next meeting is likely to 
be associated with a federal funds rate 
persistently outside a range of 8 to 12 percent. 
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By order of the Federal Open Market 
Committee, November 14, 1984. 
Normand R.V. Bernard, 

Assistant Secretary. 
(FR Doc. 84-30690 Filed 11-21-84; 8:45 am] 
BILLING CODE 6210-01-M 


DEPARTMENT OF HEALTH AND 
HUMAN SERVICES 


Office of the Secretary 


Agency Forms Submitted to the Office 
of Management and Budget for 
Clearance 


Each Friday the Department of Health 
and Human Services (HHS) publishes a 
list of information collection packages it 
has submitted to the Office of 
Management and Budget (OMB) for 
clearance in compliance with the 
Paperwork Reduction Act (44 U.S.C. 
Chapter 35). The following are those 
packages submitted to OMB since the 
last list was published on Nomember 16, 
1984. 


Public Health Service 
National Institutes of Health 


Subject: Collection and Evaluation of 
Human Tissues and Cells—(0925- 
0152) Extension No Change 

Respondents: Individuals 

OMB Desk Officer: Fay S. ludicello 


Social Security Administration 


Subject: Authorization for the Social 
Security Administration to Obtain 
Account Records From a Financial 
Institution-Extension No Change— 
SSA-4641 (0960-0293) 

Respondents: Financial Institutions 

Subject: Reporting Changes that Affect 
Your Social Security Payments— 
Revision SSA-1425EV-(0960-0073) 

Respondents: Beneficiaries 

OMB Desk Officer: Robert J. Fishman 
Copies of the above information 

collection clearance packages can be 

obtained by calling the HHS Reports 

Clearnace Officer on 202-245-6511. 
Written comments and 

recommendations for the proposed 

information collections should be sent 
directly to the appropriate OMB Desk 

Officer designated above at the 

following address: OMB Reports 

Management Branch, New Executive 

Office Building, Room 3208, Washington, 

D.C. 20503. 


ATTN: (name of OMB Desk Officer) 
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Dated: November 16, 1984. 
Wallace O. Keene, 
Acting Deputy Assistant Secretary for 
Management Analysis and Systems. 
[FR Doc. 84-30556 Filed 11-21-84; 8:45 am] 
BILLING CODE 4150-04-M 


Food and Drug Administration 
(Docket No. 81N-0314] 


Sulfiting Agents; Reexamination of 
Gras Status; Closed Meeting 


AGENCY: Food and Drug Administration. 
ACTION: Notice. 


SUMMARY: The Food and Drug 
Administration (FDA) is announcing a 
forthcoming closed meeting of the ad 
hoc Review Panel on the Reexamination 
of the GRAS Status of Sulfiting Agents 
(the ad hoc Review Panel) convened by 
the Life Sciences Research Office of the 
Federation of American Societies for 
Experimental Biology (FASEB). The ad 
hoc Review Panel will meet in executive 
session to consider information received 
from the public at an open meeting on 
November 29, 1984, as announced in the 
Federal Register of October 25, 1984 (49 
FR 42984). 


DATE: The closed meeting will be held 
on November 30, 1984. 


ADDRESS: The closed meeting will be 
held at the Federation of American 
Societies for Experimental Biology, 9650 
Rockville Pike, Bethesda, MD 20814. 


FOR FURTHER INFORMATION CONTACT: 
Sue Ann Anderson, Life Sciences 
Research Office, Federation of 
American Societies for Experimental 
Biology, 9650 Rockville Pike, Bethesda, 
MD 20814, 301-530-7030. 


SUPPLEMENTARY INFORMATION: In the 
Federal Register of July 9, 1984 (49 FR 
27994), FDA announced that FASEB had 
formed an ad hoc Review Panel to 
reexamine the GRAS status of the use of 
sulfiting agents (potassium 
metabisulfite, sodium bisulfite, sodium 
metabisulfite, potassium bisulfite, 
sodium sulfite, and sulfur dioxide) as 
direct human food ingredients. In the 
Federal Register of October 25, 1984 (49 
FR 42984), FDA announced the 
availability of the tentative report of the 
ad hoc Review Panel and the 
opportunity for public comments at an 
open meeting scheduled for Thursday, 
November 29, 1984, 9 a.m., at the 
Bethesda Holiday Inn, 8120 Wisconsin 
Ave., Bethesda, MD. 

The ad hoc Review Panel will meet in 
closed session on November 30, 1984, to 
consider comments received at the 
November 29 open meeting. 


This meeting is being announced as 
required by 21 CFR 14.15(b)(1). 

Dated: November 16, 1984. 
Ronald G. Chesemore, 
Acting Associate Commissioner for 
Regulatory Affairs. 
[FR Doc. 84-3062 Filed 11-19-84: 10:27 amj 
BILLING CODE 4160-01-M 


Health Care Financing Administration 


Medicaid Program; Hearing: 
Reconsideration of the Disapproval of 
an Arkansas State Plan Amendment 


AGENCY: Health Care Financing 
Administration (HCFA), HHS. 
ACTION: Notice of Hearing. 


SUMMARY: .This notice announces an 
administrative hearing on January 8, 
1985, in Dallas, Texas, to reconsider our 
decision to disapprove Arkansas Sfate 
Plan Amendment 84-3 

CLOSING DATE: Request to participate in 
the hearing as a party must be received 
by December 10, 1984. 

FOR FURTHER INFORMATION CONTACT: 
Docket Clerk, Hearings Staff, Bureau of 
Eligibility, Reimbursement and 
Coverage, 365 East High Rise, 6325 
Security Boulevard, Baltimore, 
Maryland 21207, Telephone: (301) 594- 
8261. 

SUPPLEMENTARY INFORMATION: This 
notice announces an administrative 
hearing to reconsider our decision to 
disapprove Arkansas State Plan 
Amendment 84-3. 

Section 1116 of the Social Security Act 
and 45 CFR Parts 201 and 213 establish 
Department procedures that provide an 
administrative hearing for 
reconsideration of a disapproval of a 
State plan or plan amendment. HCFA is 
required to publish a copy of the notice 
to a State Medicaid Agency that informs 
the agency of the time and place of the 
hearing and the issues to be considered. 
(If we subsequently notify the agency of 
additional issues which will be 
considered at the hearing, we will also 
publish that notice.) 

Any individual or group that wants to 
participate in the hearing as a party 
must petition the Hearing Officer within 
15 days after publication of this notice, 
in accordance with the requirements 
contained in 45 CFR 213.15(b)(2), Any 
interested person or organization that 
wants to participate as amicus curiae 
must petition the Hearing Officer before 
the hearing begins, in accordance with 
the requirements contained in 45 CFR 
213.15(c)(1). 

If the hearing is later rescheduled, the 
Hearing Officer will notify all 
participants. 
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The issue in this matter is whether 
Arkansas’s request to revise its 
Medicaid plan for payment of inpatient 
hospital services violates section 
1902(a)13({A) of the Social Security Act. 


Section 1902(a)(13)(A) of the Social 
Security Act requires that States make 
payment for inpatient hospital services 
through the use of rates which the State 
finds,.and makes assurances 
satisfactory to the Secretary, are 
reasonable and adequate to meet the 
costs which must be incurred by 
efficiently and economically operated 
facilities to provide care and services in 
conformity with applicable State and 
Federal laws, regulations, and quality 
and safety standards. 

The proposed amendment, effective 
for inpatient hospital service provided 
on or after February 13, 1984, would 
reduce the‘current interim payment 
rates developed under the Medicare 
reasonable cost principles by 20 percent, 
and would establish the reduced 
amounts as prospective rates with no 
retrospective settlement. Although the 
State furnished the assurance statement 
as required by 42 CFR 447.253(b)(1)(i) 
that the proposed payment rates are 
reasonable and adequate to meet the 
costs that must be incurred by 
efficiently and economically operated 
providers, HCFA has determined that 
the assurance is unacceptable and the 
proposed State plan transmittal number 
84-3, is not in accordance with the 
Federal statutory requirements of 
section 1902(a)(13)(A). 

The notice to Arkansas announcing an 
administrative hearing to reconsider our 
disapproval of the State Plan , 
Amendment reads as follows: 


Mr. Curtis L. Ivery, 

Commissioner, Division of Social Services, 
Arkansas Department of Human 
Services, Seventh and Main Streets, P.O. 
1437, Little Rock, AR 72203. 

Dear Mr. Ivery: This is to advise you that 
your request for reconsideration of the 
decision to disapprove the Arkansas State 
Plan Amendment 84-3 was received on 
October 22, 1984. You have requested a 
reconsideration of the disapproval of whether 
this plan amendment, which would amend 
the Arkansas inpatient hospital 
reimbursement plan, conforms to the 
requirements for approval under the Social 
Security Act and pertinent Federal 
requirements. 

I am scheduling a hearing on your request 
to be held on January 8, 1985, at 10 a.m., in 
the 23rd Floor Conference Room, 1200 Main 
Tower Building, Dallas, Texas. If this date is 
not acceptable, we would be glad to set 
another date that is mutually agreeable to the 
parties. 

I am designating Mr. Albert Miller as the 
presiding official. If these arrangements 
present any problems, please contact the 
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Docket Clerk. In order to facilitate any 
communication which may be necessary 
between the parties to the hearing, please 
notify the Docket Clerk of the names of the 
individuals who will represent the State at 
the hearing. The Docket Clerk can be reached 
at (301) 594-8261. 

Sincerely yours, 
Carolyne K. Davis, Ph.D. 


(Sec. 1116 of the Social Security Act (42 
U.S.C. 1316)) 
(Catalog of Federal Domestic Assistance 
Program No. 13.714, Medical Assistance 
Program) 

Dated: November 16, 1984. 
Carolyne K. Davis, 
Administrator, Health Care Financing 
Administration. 
[FR Doc. 84-30646 Filed 11-21-84; 8:45 am] 
BILLING CODE 4120-03-M 


National institutes of Health 


Biotechnology Resources Review 
Committee; Meeting 


Pursuant to Pub. L. 92-463, notice is 
hereby given of the meeting of the 
Biotechnology Resources Review 
Committee (BRRC), Division of Research 
Resources (DRR), December 7, 1984, 
Conference Room 6, Building 31, 
National Institutes of Health, Bethesda, 
Maryland 20205. 

This meeting will be open to the 
public December 7 from 9:00 a.m. to 
approximately 12:00 noon during which 
time there will be comments by the 
Director, DRR, a presentation by the 
Chairperson, BRRC, on the Mass 
Spectrometry Task Force Report, and an 
Evaluation of the Small Grants for Pilots 
Projects Program by the Executive 
Secretary, BRRC. Attendance by the 
public will be limited to space available. 

In accordance with the provisions set 
forth in Sections 552b(c)(4) and 
552b(c)(6), Title 5, U.S. Code and section 
10(d) of Pub. L. 92-463, the meeting will 
be closed to the public from 1:00 p.m. to 
adjournment on December 7 for the 
review, discussion, and evaluation of 
individual research grant applications. 
These applications and the discussions 
could reveal confidential trade secrets 
or commercial property such as 
patentable material, and personal 
information concerning individuals 
associated with the applications, the 
disclosure of which would constitute a 
clearly unwarranted invasion of 
personal privacy. 

Mr. James Augustine, Information 
Officer, Division of Research Resources, 
Bldg. 31, Rm. 5B-10, National Institutes 
of Health, Bethesda, MD 20205, (301) 
496-5545, will provide summaries of 
meetings and rosters of committee 
members. 


Dr. Charles L. Coulter, Executive 
Secretary, Biotechnology Resources 
Review Committee, Division of Research 
Resources, Bldg. 31, Rm. 5B-41, National 
Institutes of Health, Bethesda, MD 
20205, (301) 496-5411, will furnish 
substantive program information. 


(Catalog of Federal Domestic Assistance 
Program No. 13.371, Biotechnology Research, 
National Institutes of Health.) 
Dated: November 9, 1984. 
Betty J. Beveridge, 
Committee Management Officer, NIH. 
{FR Doc. 84-30639 Filed 11-21-84; 8:45 am] 
BILLING CODE 4140-01-M 


National Institute of Child Health and 
Human Development; Board of 
Scientific Counselors, NICHD; Meeting 


Pursuant to Pub. L. 92-463, notice is 
hereby given of the meeting of the Board 
of Scientific Counselors, National 
Institute of Child Health and Human 
Development, December 7, 1984, in 
Building 31, Room 2A52. This meeting 
will be open to the public from 9:00 a.m. 
to 12 noon on December 7 for the review 
of the Intramural Research Program and 
scientific presentations. Attendance by 
the public will be limited to space 
available. 


In accordance with the provisions set 
forth in Section 552(c)(6), Title 5, U.S. 
Code and section 10(d) of Pub. L. 92-463, 
the meeting will be closed to the public 
on December 7 from 1:00 p.m. to 4:30 for 
the review, discussion, and evaluation 
of individual programs and projects 
conducted by the National Institutes of 
Health, NICHD, including consideration 
of personnel qualifications and 
performance, and the competence of 
individual investigators, the disclosure 
of which would constitute a clearly 
unwarranted invasion of personal 
privacy. 

Mrs. Marjorie Neff, Committee 
Management Officer, NICHD, Landow 
Building, Room 6C08, National Institutes 
of Health, Bethesda, Maryland, Area 
Code 301, 496-1485, will provide a 
summary of the meeting and a roster of 
Board members. Dr. Arthur Levine, 
Scientific Director, NICHD, Building 31, 
Room 2A50, National Institutes of 
Health, Bethesda, Maryland, Area Code 
301, 496-2133, will furnish substantive 
program information. 


Dated: November 9, 1984. 
Betty J. Beveridge, 
Committee Management Officer, NIH. 
[FR Doc. 84-30638 Filed 11-21-84; 8:45 am] 
BILLING CODE 4140-01-M 
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National Institute of Environmental 
Health Sciences; Environmental Health 
Sciences Review Committee; Meeting 


Pursuant to Pub. L. 92-463, notice is 
hereby given of the meeting of the 
Environmental Health Sciences Review 
Committee on Dec. 10-11, 1984, in 
Building 101 Conference Room, South 
Campus, NIEHS, Research Triangle 
Park, North Carolina. This meeting will 
be open to the public from 9:00 a.m. to 
approximately 10:30 a.m. on Dec. 10, for 
general discussions. Attendance by the 
public is limited to space available. 

In accordance with provisions set 
forth in section 552b(c)(4) and 552b(c)(6), 
Title 5, U.S. Code and section 10(d) of 
Pub. L. 92-463, the meeting will be 
closed to the public from 10:30 a.m., Dec. 
10, to adjournment on Dec. 11, for the 
review, discussion and evaluation of 
individual grant applications and 
contract proposals. These applications 
and proposals and the discussions could 
reveal confidential trade secrets or 
commercial property such as patentable 
material, and personal information 
concerning individuals associated with 
the applications and proposals, the 
disclosure of which would constitute a 
clearly unwarranted invasion of 
personal privacy. 

Dr. Carol Shreffler, Executive 
Secretary, Environmental Health 
Sciences Review Committee, National 
Institute of Environmental Health 
Sciences, National Institutes of Health, 
P.O. Box 12233, Research Triangle Park, 
North Carolina 27709, (telephone 919- 
514-7826), will provide summaries of 
meeting, rosters of committee members, 
and substantive program information. 


(Catalog of Federal Domestic Assistance 
Program Nos. 13.112, Characterization of 
Environmental Health Hazards; 13,113, 
Biological Response to Environmental Health 
Hazards; 13.114, Applied Toxicological 
Research and Testing; 13.115, Biometry and 
Risk Estimation; 13.894, Resource and 
Manpower Development, National Institutes 
of Health) 

Dated: November 9, 1984. 
Betty J. Beveridge, 
Committee Management Officer, NIH. 
{FR Doc. 84-30640 Filed 11-21-84; 8:45 am] 
BILLING CODE 4140-01-M 


National Library of Medicine; Board of 
Scientific Counselors, NLM; Meeting 


Pursuant to Pub. L. 92-463, notice is 
hereby given of the meeting of the Board 
of Scientific Counselors, National Libary 
of Medicine, January 7 and January 8, 
1985, in the Board Room of the National 
Library of Medicine, Building 38, 8600 
Rockville Pike, Bethesda, Maryland. 
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The meeting will be open to the public 
from 9:00 a.m. to 4:00 p.m. on January 7, 
1985, and 8:30 a.m. to 4:00 p.m. on 
January 8, 1985 for the review of 
research and development programs of 
the Lister Hill National Center for 
Biomedical Communications. 
Attendance by the public will be limited 
to space available. 

In accordance with the provisions set 
forth in Section 552b(c)(6), Title 5, U.S. 
Code and section 10(d) of Pub. L. 92-463, 
the meeting will be closed to the public 
on January 7, 1985, from approximately 
4:00 p.m. to 5:00 p.m. for consideration of 
personnel qualifications and 
performance of individual investigators, 
and similar items, the disclosure of 
which would constitute a clearly 
unwarranted invasion of personal 
privacy. 

The Executive Secretary, Mr. Earl 
Henderson, Acting Director, Lister Hill 
National Center for Biomedical 
Communications, National Library of 
Medicine, 8600 Rockville Pike, Bethesda, 
Maryland 20209, telephone (301) 496- 
4441, will furnish summaries of the 
meeting, rosters of committee members, 
and substantive program information. 


Dated: November 9, 1984. 
Betty J. Beveridge, 
NIH Committee Management Officer. 
[FR Doc. 84-30637 Filed 11-21-84; 8:45 am] 
BILLING CODE 4140-01-M 


DEPARTMENT OF HOUSING AND 
URBAN DEVELOPMENT 


Office of the Secretary 
[Docket No. N-84-1434; FR-2029] 


Public Housing Homeownership . 
Demonstration, Announcement of 
OMB Control Number 


AGENCY: Office of the Secretary, HUD. 
ACTION: Announcement of OMB control 
number. 


SUMMARY: On October 25, 1984 (49 FR 
43028), the Department of Housing and 
Urban Development published in the 
Federal Register a notice of fund 
availability and solicitation of 
applications from Public Housing 
Agencies and Indian Housing Agencies 
in consort with units of general local 
governments and public and Indian 
housing tenant groups and associations 
to participate in a Public Housing 
Homeownerhsip Demonstration. The 
document stated that the information 
collection requirements contained in the 
notice had been submitted to the Office 
of Management and Budget (OMB) for 
approval under the Paperwork 


Reduction Act. It also stated that the 
OMB control number, when assigned, 
would be announced by separate notice 
in the Federal Register. The purpose of 
this notice is to announce the OMB 
control number for the Public Housing 
Homeownership Demonstration. 
FOR FURTHER INFORMATION CONTACT: 
Harold D. Williams, Department of 
Housing and Urban Development, 451 
Seventh Street, SW., Room 8132, 
Washington, D.C. 20410, Phone: (202) 
755-5561 (This is not a toll-free number). 

Accordingly, the information 
collection requirements contained in the 
Public Housing Homeownership 
Demonstration notice of fund . 
availability and solicitation of 
applications have been approved under 
OMB contro! number 2528-0113. 

Dated: November 19,1984. 
Grady J. Norris, 
Assistant General Counsel for Regulations. 
[FR Doc. 84~-30757 Filed 11-21-84; 8:45 am] 
BILLING CODE 4210-32-M 


DEPARTMENT OF THE INTERIOR 
Bureau of Indian Affairs 


Alaska Native Claims Settlement Act 
1985 Study Draft Report 


Correction 


In FR Doc. 84—29426 appearing on 
page 44680 in the issue of Thursday, 
November 8, 1984, make the following 
correction: In the second column, 
DATES, number 5, “December 27, 1984”. 
should read “December 3, 1984”. 


BILLING CODE 1505-01-M 


Bureau of Land Management 
[F-14904-A] 


Alaska Native Claims Selection 


In accordance with Departmental 
regulation 43 CFR 2650.7(d), notice is 
hereby given that a decision to issue 
conveyance (DIC) under the provisions 
of sec. 12(a) and sec. 12{b) of the Alaska 
Native Claims Settlement Act of 
December 18, 1971 (ANCSA), 43 U.S.C. 
1601, 1611, will be issued to Newtok 
Corporation, for approximately 1.95 
acres. The lands involved are within 
U.S. Survey No. 4042, Alaska. 

Upon issuance, the DIC will be 
published once a week, for four (4) 
consecutive weeks, in THE TUNDRA 
DRUMS. For information on how to 
obtain copies, contact the Bureau of 
Land Management, Alaska State Office, 
701 C Street, Box 13, Anchorage, Alaska 
99513. 


Any party claiming a property interest 
which is adversely affected by the 
decision shall have_until December 24, 
1984 to file an appeal. However, parties 
receiving service by certified mail shall 
have 30 days from the date of receipt to 
file an appeal. Appeals must be filed in 
the Bureau of Land Management, 
Division of Conveyance Management 
(960), address identified above, where 
the requirements for filing an appeal can 
be obtained. Parties who do not file an 
appeal in accordance with the 
requirements in 43 CFR Part 4, Subpart E 
(1983) (as amended, 49 FR 6371, 
February 21, 1984) shall be deemed to 
have waived their rights. 

Ruth Stockie, 

Section Chief, Branch of ANCSA 
Adjudication. 

[FR Doc. 84-30604 Filed 11-21-84; 8:45 am] 
BILLING CODE 4310-JA-M 


[N-30967] 


Realty Action; Exchange of Public and 
Private Lands in Eiko County, NV 


November 13, 1984. 

The following described public lands 
administered by the Bureau of Land 
Management have been determined to 
be suitable for disposal by exchange 
under Section 206 of the Federal Land 
Policy and Management Act of 1976, 43 
U.S.C. 1716. 


Mount Diablo Meridian 
T. 34.N., R. 6OE., 
Sec. 4, lots 3, 4; ‘ 
Sec. 24, W%2SW %. 
T. 35 N., R. 62 E., 
Sec. 32, E¥2. 
The areas described above aggregate 
481.05 acres. 


In exchange for these lands the United 
States will acquire the following 
described private lands within the 
Humboldt National Forest from Loyd 
and Alta Sorenson. 


Mount Diablo Meridian 
T. 35 N., R. 61E., 

Sec. 29, E%; 

Sec. 33. 

The areas described above aggregate 960 
acres. 


The purpose of the exchange is to 
acquire higher mulitple use value jands. 
In addition, the exchange would provide 
lands needed in support of a Federal 
program within an area of the Humboldt 
National Forest that is currently difficult 
to manage because of fragmented 
ownership patterns. The exchange is 
consistent with both agencies’ land use 
planning and the public interest will be 
served by completing the exchange. The 





above described lands have been 
appraised and their values determined 
to be equal. 

Patent, when issued, will! reserve to 
the United States a right-of-way for 
ditches and canals constructed by the 
authority of the United States, Act of 
August 30, 1890, 26 Stat. 391; 43 U.S.C. 
945. Mineral Estates will be transferred 
with public and private lands. 

The patent will be subject to: 

1. All valid existing rights. 

2. Those rights for powerline purposes 
which have been granted to Wells Rural 
Electric Company, its successors or 
assigns by Permit No. Nev-058476 under 
the Act of March 4, 1911, 36 Stat. 1253; 
43 U.S.C. 961, as amended. 

3. Range Improvement Fence 1021. 

The disposal of the E%, section 32, T. 
35 N., R. 62 E., MDM will result in the 
reduction of the grazing preference of 
Dr. Blair Johns by 22 AUM’s and Mr. 
Robert Peltier by 6 AUM’s. Both 
permittees were notified by letter’s 
dated March 10 and 11, 1982 
respectively, that these reductions 
would be necessary. 

Publication of this notice in the 
Federal Register will segregate the 
subject lands from all appropriations 
under the public land laws including the 
mining and mineral leasing laws. This 
segregation will terminate upon the 
issuance of patent or two years from the 
date of this notice or upon publication of 
a Termination of Segregation. 

Further information concerning the 
exchange including the environmental 
assessment is available for review at the 
Bureau of Land Management, Elko 
District Office, 2002 Idaho Street, Elko, 
Nevada. 

For a period of 45 days from the date 
of first publication interested parties 
may submit comments to the District 
Manager, Elko District Office, P.O. Box 
631, Elko, NV 89801. 

Dated: November 13, 1984. 

Merle Good, 

Acting District Manager. 

[FR Doc. 84-30708 Filed 11-21-84; 8:45 am] 
BILLING CODE 4310-HC-M 


[F-82011] 


Proposed Transfer of Jurisdiction and 
Opportunity for Public Meeting, Alaska 


AGENCY: Bureau of Land Management, 
Interior. 


ACTION: Notice. 


SUMMARY: This notice provides an 
opportunity for public comment 
pursuant to a proposed transfer of 
jurisdiction of lands from the 
Department of the Air Force to the 


Department of the Navy for the 
continued use as a Radio Relay Site on 
6.31 acres located near Tin City, Alaska. 
The lands will continue to remain closed 
to the mining and mineral leasing laws. 
EFFECTIVE DATE: Date of publication; 
comments must be received.February 21, 
1985. 

ADDRESS: Comments and meeting 
requests should be sent to: Alaska State 
Office, 701 C Street, Box 13, Anchorage, 
Alaska 99513. 

FOR FURTHER INFORMATION CONTACT: 
Mary Jane Clawson, Alaska State 
Office, (907) 271-5060. 

On August 18, 1983, the Department of 
the Navy, filed an application to transfer 
the jurisdiction of the following 
described land from the Department of 
the Air Force. The lands will remain 
withdrawn from settlement, sale, 
location, or entry under the general 
public land laws, including the mining 
and mineral leasing laws, subject to 
valid existing rights: 

Kateel River Meridian 

A tract of land located on the Seward 
Peninsula, 2nd Judicial Area, Territory of 
Alaska, more specifically described as 
follows: Beginning at a point, from which the 
point of intersection of-latitude 65°35'01.579" 
N., longitude 167°56'25.790" W., bears North 
220 feet, thence West, 175 feet; North, 482 feet 
to a point on the south boundary of the 
Champion Lode Claim; S. 82°12’ E., 372 feet 
along the boundary to a point identical with 
the southeast corner of said claim; N. 29°40’ 
E., 78 feet along the boundary; East, 193 feet; 
South, 500 feet; West, 425 feet to the point of 
beginning. 

The area described contains 
approximately 6.31 acres located near 
Tin City, Alaska. 

The purpose of the transfer is for the 
continued use as a Radio Relay Site by 
the Department of Navy. 

For a period of 90 days from the date 
of publication of this notice, all persons 
who wish to.submit comments, 
suggestions, or objections in connection 
with the proposed transfer may present 
their views in writing to the undersigned 
officer of the Bureau of Land 
Management. 

Notice is hereby given that an 
opportunity for a public meeting is 
afforded in connection with the 
proposed transfer. All interested 
persons who desire a public meeting for 
the purpose of being heard on the 
proposed transfer must submit a written 
request to the undersigned officer within 
90 days from the date of publication of 
this notice. Upon determination by the 
authorized officer that a public meeting 
will be held, a notice of the time and 
place will be published in the Federal 
Register at least 30 days before the 
scheduled date of the meeting. 
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The application will be processed in 
accordance with the regulations set 
forth in 43 CFR Part 2300. 

For a period of 2 years from the date 
of publication of this notice in the 
Federal Register, the lands will be 
segregated as specified above unless the 
application is denied or canceled, or the 
transfer is approved prior to that date. 

The segregation of the lands in 
connection with the transfer of 
jurisdiction application shall not affect 
administrative jurisdiction over the 
lands. 

Mary Jane Clawson, 

Chief, Branch of Lands. 

[FR Doc. 84-30654 Filed 11-24-84; 8:45 am) 
BILLING CODE.4310-JA-M 


Las Cruces District Office; New Mexico 
Realty Action—Direct and Modified 
Competitive Sale of Public Land in 
Sierra County, NM 


AGENCY: Bureau of Land Management 
(BLM) Las Cruces District, Interior. 


ACTION: Notice of Cancellation of Realty 
Action—Direct and Modified 
Competitive Sale of Public Land in 
Sierra County, New Mexico. 


SUMMARY: The Notice of Realty Action 
Direct and Modified Competitive Sales 
in Sierra County, New Mexico, 
published in the Federal Register, 
Volume 49, No. 135 on July 12, 1984 is 
cancelled as it pertains to parcel 
numbers LC 001, 002, 003, 004, and 006. 
Cancellation is necessary because no 
bids were offered by the preference right 
holders. Waivers of the 2 year notice for 
cancellation of grazing privileges were 
not signed by the preference right 
holders, and the 2 year notification 
period has not expired. Parcel No. LC 
005 was sold in accordance with the July 
12, 1984 Notice. All the terms specified 
in the Notice remain applicable to that 
parcel. 

DATE: November 30, 1984. 

ADDRESS: Bureau of Land Management, 
Las Cruces District Office, 317 N. Main, 
Santa Teresa Bldg., P.O. Box 1420, Las 
Cruces, NM 88004. 

Daniel C.B. Rathbun, 

District Manager. 

(FR Doc. 84-30652 Filed 11-21-84; 8:45 am} 

BILLING CODE 4310-FB-M 


Medford District Advisory Council; 
Meeting 


Notice is hereby given in accordance 
with Pub. L. 92-463 that a meeting of the 
Bureau of Land Management, Medford 





Federal Register / Vol. 49, No. 227 / Friday, November 23, 1984 / Notices 


District Advisory Council will be held 
December 19, 1984. 

On December 19, the meeting will 
begin at 9:00 a.m., in the Oregon Room 
of the Bureau of Land Management 
Office at 3040 Biddle Road, Medford, 
Oregon. The agenda for the meeting will 
include only: a discussion of the 
Medford District's Supplemental 
Environmental Impact Statement on 
timber, and decision whether or not to 
make formal comment. 

The meeting of the advisory council is 
open to the public. Interested persons 
may make oral statements to the board 
between 9:00 a.m. and 9:30 a.m. on 
December 19, or file written statements 
for the board's consideration. Anyone 
wishing to make an oral statement must 
notify the District Manager, Bureau of 
Land Management, 3040 Biddle Road, 
Medford, Oregon 97504, by December 
18, 1984. Depending on the number of 
persons wishing to make oral 
statements, a per-person time limit may 
be established by the District Manager. 

Summary minutes of the board 
meeting will be maintained in the 
district office and be available for public 
inspection and reproduction (during 
regular business hours) within 30 days 
following the meeting. 

Dated: November 8, 1984. 

Hugh R. Shera, 

District Manager. 

[FR Doc. 84-30653 Filed 11-21-84; 8:45 am] 
BILLING CODE 4310-33-m 


[W-84153] 


Wycming; Proposed Reinstatement of 
Terminated Oil and Gas Lease 


November 15, 1984. 

Pursuant to the provisions of Pub. L. 
31-245 and Title 43 Code of Federal 
Regulations, Section 3108.2-1(c), and 
Pub. L. 97-451, a petition for 
reinstatement of oil and gas lease W- 
84153 for lands in Campbell County, 
Wyoming was timely filed and was 
accompanied by all the required rentals 
accruing from the date of termination. 

The lessees have agreed to the new 
lease terms for rentals and royalties at 
rates of $5.00 per acre, and 16% percent, 
respectively. 

The lessees have paid the required 
$500.00 administrative fee and will 
reimburse the Department for the cost of 
this Federal Register notice. 

The lessees having met all the 
requirements for reinstatement of the 
leases as set out in section 31 (d) and (e) 
of the Mineral Lands Leasing Act of 1920 
(30 U.S.C. 188), the Bureau of Land 
Management is proposing to reinstate 
lease W-84153 effective June 1, 1984, 


subject to the original terms and 
conditions of the lease and the 
increased rental and royalty rates cited 
above. 

Andrew L. Tarshis, 

Chief, Leasing Section. 


[FR Doc. 84~30651 Filed 11-21-84; 8:45 am] 
BILLING CODE 4310-22-M 


Filing of Plats of Survey: Oregon/ 
Washington 


AGENCY: Bureau of Land Management, 
Interior. 


ACTION: Notice. 


SUMMARY: The plats of survey of the 
following described lands have been 
officially filed in the Oregon State 
Office, Portland, Oregon on the dates 
hereinafter stated: 


Willamette Meridian 


Oregon 
T.6S., R. 48 E., 

Accepted October 19, 1984 and officially 
filed October 24, 1984. 

T.145S., R. 8 W., 
T.15S., R. 8 W., 

The above-listed plats were accepted 
October 12, 1984 and officially filed October 
24, 1984. 

T.33S.,R.3E., 

Accepted and officially filed November 2, 
1984. 

T. 118., R. 27 E., 
T. 13 &.,, R. 27E., 

The above-listed plats were accepted 
October 26, 1984 and officially filed 
November 2, 1984. 


Washington 


T. 8N., R. 16E., 
T.9N.,R.16E., 


The above-listed plats were accepted 
November 9, 1984 and officially filed 
November 13, 1984. 


The above-listed plats represent 
dependent resurveys, subdivisions, and 
corrective dependent resurveys. 


FOR FURTHER INFORMATION CONTACT: 
Bureau of Land Management, 825 NE 
Multnomah Street, P.O. Box 2965, 
Portland, Oregon 97208. 

Dated: November 15, 1984. 
Harold A. Berends, 


Chief, Branch of Lands and Minerals 
Operations. 


[PR Doc. 84-30649 Filed 11-21-84; 8:45 am! 
BILLING CODE 4310-33-M 


[C-34320] 


Realty Action—Exchange, Public 
Lands in Routt County Colorado; 
Correction 


This document corrects a Notice of 
Realty Action published June 1, 1984 (49 
FR 22891). 

The legal description of the lands 
identified as suitable for disposal by 
exchange (column 2, page 22891) 
incorréctly identifies land as being 
situated in Sec. 34, T. 4N., R. 84 W., 
Sixth Principal Meridian, while these 
subdivisions are actually located in Sec. 
32, T. 4.N., R. 84 W., Sixty Principal 
Meridian. 

Number 3 of the “terms and 
conditions applicable to the exchange” 
(column 3, page 22891), incorrectly 
included land in the SE1/4SE1/4, 
Section 28, T. 4 N., R. 84 W., Sixth 
Principal Meridian. This land is not a 
part of the exchange, and is deleted 
from the Notice. 

William J. Pulford, 

District Manager. 

[FR Doc. 64-30648 Filed 11-21-84; 8:45 am] 
BILLING CODE 4310-JB-M 


. Wild Horse and Burro Gathering; 


Hearing 


Notice is hereby given in accordance 
with Pub. L. 92-195, as amended by Pub. 
L. 94-579, and Pub. L. 95-514, two public 
hearings will be held on December 18 
and 19, 1984. The public hearing on 
December 18 will begin at 7:30 P.M. at 
the Humboldt County Fairgrounds, 
Winnemucca, Nevada. The public 
hearing on December 19 will begin at 
7:30 P.M. in the Pershing County 
Community Center, 810 Sixth Street, 
Lovelock, Nevada 89419. 

The agenda for the meeting will 
include: (1) Implementation of the 
Winnemucca District's approved Land 
Use Plans for reducing wild horse and 
burro populations to management levels; 
(2) the use of helicopters and motorized 
vehicles when conducting wild horse 
and burro gatherings. 

The hearing is open to the public. 
Interested persons may make oral 
statements to the hearing moderator or 
file written statements for management 
consideration. Anyone wishing to make 
an oral statement should notify the 
District Manager, 705 East Fourth Street, 
Winnemucca, Nevada 89445, by 
December 12, 1984. Depending on the 
number of persons wishing to make oral 
statements, a per-person time limit may 
be established by the hearing 
moderator. 





Summary minutes of the hearing will 
be maintained in the Winnemucca 
District Office and available for public 
inspection (during regular business 
hours) within 30 days following the 
meeting. 

Dated: November 16, 1984. 

Robert J. Neary, 

Acting District Manager. 

[FR Doc. 84~90647 Filed 11-21-84; 6:45 am} 
BILLING CODE 4310-HC-M 


Fish and Wildlife Service 


Louisiana; Application; Natural Gas 
Pipeline Right-of-Way 


AGENCY: Fish and Wildlife Service, 
Interior. 


ACTION: Notice of Intent. 


summary: Notice is hereby given that 
under section 28 of the Mineral Leasing 
Act of 1920 (41 Stat. 449; 30 U.S.C. 185), 
as amended by Pub. L. 93-153, Exxon 
Corporation, U.S.A., has applied for 
right-of-way for a 2% inch pipeline that 
will cross lands of the Catahoula 
National Wildlife Refuge in La Salle 
Parish, Louisiana, described as follows: 
Louisiana Meridian 
T.6N., R. 4° E. 

Sections 8 and 17 

Beginning at a point on the west line of 
Section 17, T. 6 N., R. 4° E.; said point being 
southerly 1,019.4 feet from the Bureau of Land 
Management monument situated at the 
Northwest corner of Section 17 (Southwest 
corner of Section 8); thence: N. 42°00’ E., 616.1 
feet; N. 41°44’ E., 1,144.0 feet; N. 41°50’ E., 
1,340.0 feet; N. 59°45’ E., 527.0 feet; N. 24°11' 
E., 181.0 feet; N. 22°31’ W., 116.2 feet; to a 
terminal point at an existing battery. 


The pipeline will cross 3,924.3 feet of 
the Catahoula National Wildlife Refuge. 
The purpose of the notice is to inform 
the public that the United States Fish 
and Wildlife Service is currently 
considering the merits of approving this 
application. 
DATE: Interested persons desiring to 
comment on this application should do 
so within thirty (30) days following the 
date of publication of this notice. 
ADDRESS: Comments should be 
addressed to the Regional Director, U.S. 
Fish and Wildlife Service, 75 Spring 
Street, SW., Altanta, Georgia 30303. 
Dated: November 15, 1984. 
James W. Pulliam, Jr., 
Regional Director. 
[FR Doc. 84-30655 Filed 11-21-84; 8:45 am] 
BILLING CODE 4310-55-M 


Minerais Management Service 
Development Operations Coordination 


Document; Aminoil USA 


AGENCY: Minerals Management Service, 
Interior. 


ACTION: Notice of the Receipt of a 
Proposed Development Operations 
Coordination Document (DOCD). 


SUMMARY: Notice is hereby given that 
Aminoil USA has submitted a DOCD 
describing the activities it proposes to 
conduct on Leases OCS-G 3582 and 
4228, Blocks 146 and 133, respectively, 
Ship Shoal Area, offshore Louisiana. 
Proposed plans for the above area 
provide for the development and 
production of hydrocarbons with 
support activities to be conducted from 
an onshore base located at Grand 
Chenier, Louisiana. 


DATE: The subject DOCD was deemed 
submitted on November 15, 1984. 


appress: A copy of. the subject DOCD 
is available for public review at the 
Office of the Regional Director, Gulf of 
Mexico OCS Region, Minerals 
Management Service, 3301 North 
Causeway Blvd., Room 147, Metairie, 
Louisiana (Office Hours: 9 a.m. to 3:30 
p.m., Monday through Friday). 

FOR FURTHER INFORMATION CONTACT: 
Emile H. Simoneaux, Jr.; Minerals 
Management Service; Gulf of Mexico 
OCS Region; Rules and Production; Plan, 
Platform and Pipeline Section; 
Exploration/Development Plans Unit; 
Phone (504) 838-0872. 


SUPPLEMENTARY INFORMATION: The 
purpose of this Notice is to inform the 
public, pursuant to sec. 25 of the OCS 
Lands Act Amendments of 1978, that the 
Minerals Management Service is 
considering approval of the DOCD and 
that it is available for public review. 
Revised rules governing practices and 
procedures under which the Minerals 
Management Service makes information 
contained in DOCD's available to 
affected states, executives of affected 
local governments, and other interested 
parties became effective December 13, 
1979 (44 FR 53685). Those practices and 
procedures are set out in revised 
§ 250.34 of Title 30 of the CFR. 


Dated: November 15, 1985. 
John L. Rankin, 
Regional Director, Gulf of Mexico OCS 
Region. 
[FR Doc. 84-30656 Filed 11-21-84; 8:45 am] 
BILLING CODE 4310-MR-M 
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Nationa! Park Service 


Upper Delaware National Scenic and 
Recreational River; Citizens Advisory 
Council Meeting 


AGENCY: National Park Service; Upper 
Delaware Citizens Advisory Council, 
Interior. 


ACTION: Notice of meeting. 


SUMMARY: This notice sets forth the date 
of the forthcoming meeting of the Upper 
Delaware Citizens Advisory Council. 
Notice of this meeting is required under 
the Federal Advisory Committee Act. 


DATE: December 14, 1984, 7:00 p.m. 


ADDRESS: Town of Tusten, 
Narrowsburg, New York. 


FOR FURTHER INFORMATION CONTACT: 
John T. Hutzky, Superintendent, Upper 
Delaware National Scenic and 
Recreational River, Drawer C, 
Narrowsburg, N.Y 12764-0159. 


SUPPLEMENTARY INFORMATION: The 
Advisory Council was established under 
section 704(f) of the National Parks and 
Recreation Act of 1978, Pub. L. 95-625, 
16 U.S.C. 1274 note, to encourage 
maximum public involvement in the 
development and implementation of the 
plans and programs authorized by the 
Act. The Council is to meet and report to 
the Delaware River Basin Commission, 
the Secretary of the Interior, and the 
Governors of New York and 
Pennsylvania in the preparation of a 
management plan and on programs 
which relate to land and water use in 
the Upper Delaware region. The agenda 
for the meeting will include items 
regarding continuance of discussion of 
requirements for a river management 
plan. The meeting will be open to the 
public. Any member of the public may 
file with the Council a written statement 
concerning agenda items. The statement 
should be addressed to the Council c/o 
Upper Delaware National Scenic and 
Recreational River, Drawer C. 
Narrowsburg, N.Y. 12764-0159. Minutes 
of meeting will be available for 
inspection four weeks after the meeting 
at the permanent headquarters of the 
Upper Delaware National and 
Recreational River, River Road, 1% 
miles north of Narrowsburg, N.Y., 
Damascus Township, Pennsylvania. 
Dated: November 15, 1984. 
James W. Coleman, Jr., 
Regional Director, Mid-Atlantic Region. 
[FR Doc. 84~30754 Filed 11-21-84; 8:45 am] 
BILLING CODE 4310-70-M 
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INTERNATIONAL TRADE 
COMMISSION 


[investigation No. 337-TA-187] 


Certain Glass Construction Blocks; 
Initial Determination Terminating 
Respondent on the Basis of 
Settlement Agreement 


AGENCY: International Trade 
Commission. 

ACTION: Notice is hereby given that the 
Commission has received an initial 
determination from the presiding officer 
in the above-captioned investigation 
terminating the following respondent on 
the basis of a settement agreement: 
Westerald A. G. 


SUPPLEMENTARY INFORMATION: This 
investigation is being conducted 
pursuant to section 337 of the Tariff Act 
of 1930 (19 U.S.C. 1337). Under the 
Commission’s rules, the presiding 
officer's initial determination will 
become the determination of the 
Commission thirty (30) days after the 
date of its service upon the parties, 
unless the Commission orders review of 
the initial determination. The initial 
determination in this matter was served 
upon the parties on November 19, 1984. 

Copies of the initial determination, the 
settlement agreement, and all other 
nonconfidential documents filed in 
connection with this investigation are 
available for inspection during official 
business hours (8:45 a.m. to 5:15 p.m.) in 
the Office of the Secretary, U.S. 
International Trade Commission, 701 E 
Street NW., Washington, D.C. 20436, 
telephone 202-523-0161. 


Written Comments 


Interested persons may file written 
comments with the Commission 
concerning termination of the 
aforementioned respondent. The original 
and 14 copies of all such comments must 
be filed with the Secretary to the 
Commission, 701 E Street, NW., 
Washington, D.C. 20436, no later than 10 
days after publication of this notice in 
the Federal Register. Any person 
desiring to submit a document (or 
portion thereof) to the Commission in 
confidence must request confidential 
treatment. Such requests should be 
directed to the Secretary to the 
Commission and must include a full 
statement of the reasons why 
confidential treatment should be 
granted. The Commission will either 
accept the submission in confidence or 
return it.- 

FOR FURTHER INFORMATION CONTRACT: 
Ruby J. Dionne, Office of the Secretary, 
U.S. International Trade Commission, 
telephone 202-523-0176 


By order of the Commission. 
Issued: November 19, 1984. 
Kenneth R. Mason, 
Secretary. 
[FR Doc. 84-30747 Filed 11-21-84; 8:45 am] 
BILLING CODE 7020-02-M 


[Investigation No. 337-TA-187] 


Certain Glass Construction Blocks; 
Initial Determination Terminating 
Respondent on the Basis of 
Settiement Agreement 


AGENCY: International Trade 
Commission. 

ACTION: Notice is hereby given that the 
Commission has received an initial 
determination from the presiding officer 
in the above-captioned investigation 
terminating the following respondent on 
the basis of a settlement agreement: J. 


Weck GmbH & Co. and Glashaus, Inc. 


SUPPLEMENTARY INFORMATION: This 
investigation is being conducted 
pursuant to section 337 of the Tariff Act 
of 1930 (19 U.S.C. 1337). Under the 
Commission's rules, the presiding 
officer's initial determination will 
become the determination of the 
Commission thirty (30) days after the 
date of its service upon the parties, 
unless the Commission orders review of 
the initial determination. The initial 
determination in this matter was served 
upon the parties on November 19, 1984. 

Copies of the initial determination, the 
settlement agreement, and all other 
nonconfidential documents filed in 
connection with this investigation are 
available for inspection during official 
business hours (8:45 a.m. to 5:15 p.m.) in 
the Office of the Secretary, U.S. 
International Trade Commission, 701 E 
Street NW., Washington, D.C. 20436, 
telephone 202-523-0161. 


Written Comments 


Interested persons may file written 
comments with the Commission 
concerning termination of the 
aforementioned respondent. The original 
and 14 copies of all such comments must 
be filed with the Secretary to the 
Commission, 701 E Street, NW., 
Washington, D.C. 20436, no later than 10 
days after publication of this notice in 
the Federal Register. Any person 
desiring to submit a document (or 
portion thereof) to the Commission in 
confidence must request confidential 
treatment. Such requests should be 
directed to the Secretary to the 
Commission and must include a full 
statement of the reasons why 
confidential treatment should be 
granted. The Commission will either 
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accept the submission in confidence or 
return it. 

FOR FURTHER INFORMATION CONTACT: 
Ruby J. Dionne, Office of the Secretary, 
U.S. International Trade Commission, 
telephone 202-523-0176. 


By order of the Commission. 
Issued: November 19, 1984. 
Kenneth R. Mason, 
Secretary. 
[FR Doc. 84-30748 Filed 11-21-84; 8:45 am] 
BILLING CODE 7020-02-M 


[Investigation No. 337-TA-187] 


Certain Glass Construction Blocks; 
Initial Determination Terminating 
Respondent on the Basis of 
Settlement Agreement 


AGENCY: International Trade 
Commission. 

ACTION: Notice is hereby given that the 
Commission has received an initial 
determination from the presiding officer 
in the above-captioned investigation 
terminating the following respondent on 
the basis cf a settlement agreement: 
Sholton Associates. 


SUPPLEMENTARY INFORMATION: This 
investigation is being conducted 
pursuant to section 337 of the Tariff Act 
of 1930 (19 U.S.C. 1337). Under the 
Commission’s rules, the presiding 
officer's initial determination will 
become the determination of the 
Commission thirty (30) days after the 
date of its service upon the parties, 
unless the Commission orders review of 
the initial determination. The initial 
determination in this matter was served 
upon the parties on November 19, 1984. 

Copies of the initial determination, the 
settlement agreement, and all other 
nonconfidential documents filed in 
connection with this investigation are 
available for inspection during official 
business hours (8:45 a.m. to 5:15 p.m.) in 
the Office of the Secretary, U.S. 
International Trade Commission, 701 E 
Street NW., Washington, D.C. 20436, 
telephone 202-523-0161. 


Written Comments 


Interested persons may file written 
comments with the Commission 
concerning termination of the 
aforementioned respondent. The original 
end 14 copies of all such comments must 
be filed with the Secretary to the 
Commission, 701 E Street, NW.., 
Washington, D.C. 20436, no later than 10 
days after publication of this notice in 
the Federal Register. Any person 
desiring to submit a document (or 
portion thereof) to the Commission in 
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confidence must request confidential 
treatment. Such requests should be 
directed to the Secretary to the 
Commission and must include a full 
statement of the reasons why 
confidential treatment should be 
granted. The Commission will either 
accept the submission in confidence or 
return it. 

FOR FURTHER INFORMATION CONTACT: 
Ruby J. Dionne, Office of the Secretary, 
US. International Trade Commission, 
telephone 202-523-0176. 


Issued: November 19, 1984. 
By order of the Commission. 
Kenneth R. Mason, 
Secretary. 
[FR Doc. 84-30749 Filed 11-21-84; 8:45 am] 
BILLING CODE 7020-02-M 


[investigation No. 337-TA-187] 


Certain Glass Construction Blocks; 
initial Determination Terminating 
Respondent on the Basis of 
Settiement Agreement 


AGENCY: International Trade 
Commission. 

ACTION: Notice is hereby given that the 
Commission has received an initial 
determination from the presiding officer 
in the above-captioned investigation 
terminating the following respondent on 
the basis of a settlement agreement: 
Glass Masonry, Inc. 


SUPPLEMENTARY INFORMATION: This 
investigation is being conducted 
pursuant to section 337 of the Tariff Act 
of 1930 (19 U.S.C. 1337). Under the 
Commission's rules, the presiding 
officer's initial determination will 
become the determination of the 
Commission thirty (30) days after the 
date of its service upon the parties, 
unless the Commission orders review of 
the initial determination. The initial 
determination in this matter was served 
upon the parties on November 19, 1984. 

Copies of the initial determination, the 
settlement agreement, and all other 
nonconfidential documents filed in 
connection with this investigation are 
available for inspection during official 
business hours (8:45 a.m. to 5:15 p.m.) in 
the Office of the Secretary, U.S. 
International Trade Commission, 701 E 
Street NW., Washington, D.C. 20436, 
telephone 202-523-0161. 


Written Comments 


Interested persons may file written 
comments with the Commission 
concerning termination of the 
aforementioned respondent. The original 
and 14 copies of all such comments must 
be filed with the Secretary to the 


Commission, 701 E Street NW., 
Washington, D.C. 20436, no later than 10 
days after publication of this notice in 
the Federal Register. Any person 
desiring to submit a document (or 
portion thereof) to the Commission in 
confidence must request confidential 
treatment. Such requests should be 
directed to the Secretary to the 
Commission and must include a full 
statement of the reasons why 
confidential treatment should be 
granted. The Commission will either 
accept the submission in confidence or 
return it. 

FOR FURTHER INFORMATION CONTACT: 
Ruby J. Dionne, Office of the Secretary, 
U.S. International Trade Commission, 
telephone 202-523-0176. 


Issued: November 19, 1984. 
By order of the Commission. 
Kenneth R. Mason, 
Secretary. 
[FR Doc. 64-30750 Filed 11-21-84; 8:45 am] 
BILLING CODE 7020-02-M 


[Investigation No. 337-TA-171] 


Certain Glass Tempering Systems; 
issuance of Exclusion Order 


AGENCY: International Trade 
Commission. — 

ACTION: Issuance of a limited exclusion 
order. 


SUMMARY: The Commission has issued a 
limited exclusion order in the above- 
captioned investigation. 


FOR FURTHER INFORMATION CONTACT: 
Carol McCue Verratti, Esq., Office of the 
General Counsel, U.S. International 
Trade Commission, telephone 202-523- 
0079. 


SUPPLEMENTARY INFORMATION: The 
presiding officer issued an initial 
determination (ID) on August 15, 1984, in 
which she determined that there has 
been a violation of section 337 of the 
Tariff Act of 1930 (19 U.S.C. 1337) in the 
unauthorized importation or sale of 
certain glass tempering systems 
including frictionally driven oscillating 
roller hearth furnaces which infringe 
claim 1 of U.S. Letters Patent 3,994,711. 
On September 17, 1984, the Commission 
issued a notice that it had determined 
not to review the ID (49 FR 37858). 
Therefore, a violation of section 337 
exists in the unauthorized importation or 
sale of certain glass tempering systems 
including frictionally driven oscillating 
roller hearth furnaces which infringe 
claim 1 of U.S. Letters Patent 3,994,711, 
the effect or tendency of which is to 
destroy or substantially injure an 
industry, efficiently and economically 
operated, in the United States. 
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The Commission has determined that 
a limited exclusion order is the 
appropriate remedy in this investigation 
and that the public interest factors 
enumerated in section 337(d) do not 
preclude the issuance of such an order. 
Pursuant to section 337(g), the 
Commission has determined that 50 
percent of the entered value of the 
articles concerned is the appropriate 
bond applicable to infringing glass 
tempering systems entered during the 
60-day Presidential review period. 

Copies of the Commission’s Action 
and Order, its Opinion, the public 
version of the presiding officer’s ID, and 
all other nonconfidential documents 
filed in connection with this 
investigation are available for 
inspection during official business hours 
(8:45 a.m. to 5:15 p.m.) in the Office of 
the Secretary, U.S. International Trade 
Commission, 701 E Street NW., 
Washington, D.C. 20436, telephone 202- 
523-0161. 

By order of the Commission. 

Issued: November 16, 1984. 


Kenneth R. Mason, 

Secretary. 

[FR Doc. 84-30746 Filed 11-21-84; 8:45 am] 
BILLING CODE 7020-02-M 


[Investigation No. 337-TA-183] 


Certain indomethacin; Deadline for 
Receipt of Motions for Assessment of 
Fees Costs . 


AGENCY: International Trade 
Commission. 

ACTION: Establishment of deadline for 
receipt of motions of respondents 
requesting costs, fees, and other 
sanctions against complainant Merck. 


SUMMARY: The U.S. International Trade 
Commission hereby gives notice that the 
deadline for receipt of motions of 
respondents requesting that costs, fees, 
and other sanctions be imposed against 
complainant Merck is 14 days after the 
date of publication of this notice in the 
Federal Register. 

FOR FURTHER INFORMATION CONTACT: 
Marcia H. Sundeen, Esq., Office of the 
General Counsel, U.S. International 
Trade Commission, 701 E Street NW., 
Washington, D.C. 20436, telephone 202- 
523-1693. ‘ 
SUPPLEMENTARY INFORMATION: On 
October 3, 1984, respondent Lederle 
Laboratories filed a Motion For a Prima 
Facie Determination of Abuse of 
Commission Process by Merck and for 
Institution of Ancillary Proceedings for 
the Assessment of Lederle’s Fees and 
Costs Against Merck. Subsequent to 
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Lederle’s motion, respondents Chelsea 
Laboratories, Mylan Pharmaceuticals, 
Inc., $.8.T. Corporation, Fabbrica 
Italiana Sintetici S.p.A., and GYMA 
Laboratories of America, inc., filed 
similar motions requesting recovery of 
their costs and fees from Merck. 

The Commission has determined that 
it will accept motions from other 
respondents requesting that costs, fees, 
and other sanctions be imposed against 
complainant Merck until 14 days after 
publication of this notice in the Federal 
Register. 

The Commission will accept 
comments on Lederle's motion from 
other government agencies until 14 days 
after publication of this notice in the 
Federal Register. 

Copies of all nonconfidentiai 
documents filed in connection with this 
investigation are available for 
inspection during official business hours 
(8:45 a.m. to 5:15 p.m.) in the Office of 
the Secretary, U.S. International Trade 
Commission, 701 E Street NW., 

Washington, D.C. 20436, telephone 202- 
523-0161. 

Issued: November 15, 1984. 

By order of the Commission. 


Kenneth R. Mason, 
Secretary. 


[FR Doc. 64-30526 Filed 11-21-84; 8:45 am) 
BILLING CODE 7020-02-M 


INTERSTATE COMMERCE 
COMMISSION 


[Finance Docket No. 30585} 


Akron & Barberton Belt Railroad 
Company-Exemption; 49 U.S.C. 11343 


AGENCY: Interstate Commerce 
Commission. 
ACTION: Notice of exemption. 


SUMMARY: The Interstate Commerce 


Commission exempts from the 
requirements of prior approval the 
acquisition of trackage rights by the 
Akron & Barberton Belt Railroad 
Company over an 8.7-mile line of the 
Consolidated Rail Corporation near 
Rittman, OH, subject to employee 
protective conditions. 

DATES: Exemption effective on 

November 16, 1984. Petitions to reopen 

must be filed by December 13, 1984. 

ADDRESSES: Send pleadings referring to 

Finance Docket No. 30585 to: 

(1) Office of the Secretary, Case Control 
Branch, Interstate Commerce 
Coramission, Washington, DC 20423 

(2) Petitioner’s Representative: W.A. 
Frederick, Jr., P.O. Box 712, Barberton, 
OH 44203 


FOR FURTHER INFORMATION CONTACT: 
Louise E. Gitomer (202) 275-7245. 
SUPPLEMENTARY INFORMATION: 

i information is contained in 
the Commission's decision. To purchase 
a copy of the full decision, write to T.S. 
InfoSystems, Inc., Room 2227, Interstate 
Commerce Commission, Washington, 
DC 20423 or call 289-4357 (DC 
Metropolitan area) or toll free {800) 424- 
5403. 


Decided: November 15, 1984. 

By the Commission, Chairman Taylor, Vice 
Chairman Andre, Commissioners Sierrett, 
Gradison, Simmons, Lamboley, and Strenio. 
Commissioner Sterrett concurred with a 
separate expression. Vice Chairman Andre 
would find that the exemption also prometes 


the rail transportation policies goal of 
expeditious decisions. Commissioner Strenio 


notes Commissioner Sterrett’s concern and 
withholds judgment on the labor protection 
issue. Commissioner Gradison did not 


participate. 


James H. Bayne, 

Secretary. 

(FR Doc. @4-S8822 Filed 11-21-84; 8:45 am} 
BILLING CODE 7035-01-™ 


[Finance Docket No. 30530] 


Cadillac & Lake City Railway 
Company—Stock Exemption 


AGENCY: Interstate Commerce 
Commission. 


ACTION: Notice of exempiion. 


summary: The Interstate Commerce 

Commission exempts Cadillac and Lake 

City Railway Company from the 

requirements of 49 U.S.C. 11301 for the 

issuance of not exceeding 90,848 

additional shares of $1 par value voting 

preferred stock and not exceeding 20,000 

additional shares of $10 par value 

common stock. 

DATES: The exemption will be effective 

on December 24, 1984. Petitions for 

reconsideration must be filed by 

December 13, 1984 and petitions for stay 

must be filed by December 3, 1984. 

ADDRESSES: Send pleadings referring to 

Finance Docket No. 30530 to: 

(1) Office of the Secretary, Case Control 
Branch, Interstate Commerce 
Commission, Washington, DC 20423 

(2) Petitioner's representative: Clifford F. 
Lenten, 121 East Pikes Avenue, Suite 
335, Colorado Springs, CO 80903 

FOR FURTHER INFORMATION CONTACT: 

Louis E. Gitomer, (202) 275-7245. 

SUPPLEMENTARY INFORMATION: 

Additional information is contained in 

the Commission's decision. To purchase 

a copy of the full decision, write to T.S. 

InfoSystems, Inc., Room 2227, Interstate 


Commerce Commission, Washington, 
DC 20423, or cali 289-4357 (DC 
Metropolitan area) or toll free {800} 424- 
5403. 

Decided: November 15, 1984. 

By the Commission, Chairman Taylor, Vice 
Chairman Andre, Commissioners Sterrett, 
Gradison, Simmons, Lamboley, and Strenio. 
James H. Bayne, 

Secretary. 
[FR Dec. 84-90816 Filed 11-21-84; 8:45 em} 
BILLING CODE 7035-01-¥ 


intent To Engage in Compensated 
intercorporate Hauling Operations 


This is to provide notice, as required 
by 49 U.S.C. 10524[b)[1), that the named 
corporation intends to provide or to use 
compensated intercorporate hauling 
operations as authorized in 49 USC 
10524 (b). 


1. Beatrice Companies, Inc. (formerly 
Beatrice Foods Co.), Two North 
LaSalle Street, Chicago, 1L 60602. 

2. List of wholly-owned subsidiaries and 
respective states of incorporation. 


Arrowhead Pusitas Waters, inc.... 
Aunt Nellie’s Foods, inc 


Beatrice Financial Services, Inc... 
Beatrice Foods Co... 

Beatrice Foodservice & ‘ingredients, 
Beatrice Foods International Co... 
Beatrice Grocery Products, inc.... 
Beatrice Home Products, Inc 
Beatrice Leather, inc........... 
Beatrice Meats, inc............. 
Beatrice Prepared Foods, |: 
Beatrice Public Refrigerated 
Beatrice Specialty Apparel, inc 
BEFCO international Services, inc... 


Blue Coach Foods, Inec....... 
Brillion Jeon Works, inc 


The Buckingham Corp. 
Cal-Compack Foods, Inc.... 





The Coca-Cola Bottling Co. of Madison/ 
Rocktord. 

The Coca-Cola Bottling Co. of of Mid-America . 
Coca-Cola Bottling Company of Omaha 


Delaware. 
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Name of corporation Rh 
Meadow Gold Dairy (formerly Community | Montana. ~ 
Creamery). 


.-.| Delaware. 
Do. 


Pfister & Vogel Tanning Co., Inc .. 





CULLIGAN INTERNATIONAL COMPANY 
SUBSIDIARIES 


: State of 
Name of corporation incorporation 
Arrowhead Industrial Water, Inc... 

Culligan Dayton, 'nC...........c0ssesse re 

Culligan Desplaines Valley Water Condition- 

ing, Inc. 
Culligan Distribution Services, Inc. 
Culligan Dutchess-Putman Water Condition- 


ing, Inc. 
Culligan Peninsula Industrial Water Condition 


ing Co. 
Culligan Soft Water Service of Santa Barbara, 
Inc. 
Culligan Soft Water Service of Whittier, inc 
Culligan Water Conditioning, Inc 
Culligan Water Conditioning of Battle Creek, 


Inc. 
Culligan Water Conditioning of Butler, inc 


Culligan Water Conditioning of Greater De- 
troit, Inc. 

Culligan Water Conditioning of Greater Pitts- 
burgh, Inc. 

Culligan Water Conditioning of Houston, Inc..... 

Culligan Water Conditioning of the Inland 
Empire. 

Culligan Water Conditioning of Orange 
County. 

Culligan Water Conditioning of South Bend, 
Inc. 


Culligan Water Conditioning of Tidewater, Inc... 

Culligan Water Conditioning of Tippecanoe 
County, Inc. 

Everpure, Inc 

Greater Chicago Culligan Water Conditioning, 


Virginia. 
Indiana. 


Nevada. 

iMlinois. 
Inc. 

Greater Kansas Culligan Water Conditioning, | Kansas. 
Inc. 

indiana Soft Water Service, INC ...........ssssesse .| Indiana. 

St. Louis Soft Water Service, Inc. Missouri. 

seal lee etl alin a dca aati 





1. The parent corporation and address 
of principal office: Jones Oil Company, 
Inc., 1627 W. Highland Avenue, Selma, 
Alabama 36701. 

2. Wholly owned subsidiaries which 
will participate in the operations, and 
states of incorporation: (i) J3 TRKING 
Company, Inc.—Alabama. 


1. Parent corporation and address of 
principal office: The Ohio Art Company, 
P.O. Box 111, 726 East High Street, 
Bryan, OH 43506. 

2. Wholly-owned subsidiaries which 
will participate in the operations, and 
State(s) of incorporation: 

(i) Trinc Company, P.O. Box 754, 727 
East Wilson Street, Bryan, Ohio 43506, 
an Ohio Corporation 

(ii) Strydel, Inc., P.O. Box 604, Ellis 
Street, Stryker, Ohio 43557, an Ohio 
Corporation 
1. Parent corporation and address of 

principal office: The Southland 

Corporation, 2828 North Haskell 

Avenue, Dallas, Texas 75221. 

2. Wholly-owned subsidiaries which 
will participate in the operations, and 
State of incorporation: 

(i) Petro-Chemical Transportation, Inc. 
(Texas), P.O. Box 1399, Victoria, 
Texas 77901 

(ii) Petro-Chemical Transport, Inc. 
(Texas), P.O. Box 1399, Victoria, 
Texas 77901 
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(iii) Foremost Petroleum Company of 
Texas, Inc. (Texas), P.O. Box 719, 2828 
North Haskell Avenue, Dallas, Texas 
75221 

(iv) Southland Fuels, Inc. (Texas), P.O. 
Box 719, 2828 North Haskell Avenue, 
Dallas, Texas 75221 

(v) CITGO Petroleum Corporation 
(Delaware), One Warren Place, 6102 
S. Yale Blvd., Tulsa, Oklahoma 74102 


1. Parent corporation and address of 
principal office: Waverly Gravel & 
Ready-Mix Co., Inc., d.b.a. Shell Rock 
Sand and Gravel, Shell Rock, IA 50670. 

2. Wholly-owned subsidiaries which 
will participate in the operations, and 
State(s) of incorporation: 


(i) Brent Industries, Inc., (an Iowa 
corporation) 

(ii) lowa Sands Trucking, Ltd. (an Iowa 
corporation) 

James H. Bayne, 

Secretary. 

[FR Doc. 84-30818 Filed 11-21-84; 8:45 am) 

BILLING CODE 7035-01-M 


[Finance Docket No. 30586] 


Custom Fuel Services, inc.— 
Purchase—Ohio Barge Line, Inc., and 
Mon-Valley Transportation Company 


AGENCY: Interstate Commerce 
Commission. 


ACTION: Notice of proposed acquisition 
of water carrier operating authority and 
other assets under 49 U.S.C. 11343. 


SUMMARY: By application under 49 

U.S.C. 11343, Custom Fuel Services, Inc. 

(Custom), proposes to acquire the water 

carrier operating authority and other 

assets of Ohio Barge Line, Inc. (Ohio), a 

regulated water carrier operating under 

Permit No. W-406 and subnumbers 

thereunder. Custom will also acquire 

certain operating assets of Mon-Valley 

Transportation Company (Mon-Valley), 

an exempt water carrier. Custom is a 

non-carrier subsidiary of Ingram 

Industries, Inc., a regulated water carrier 

holding authority in Permit No. W-353 

(Sub-No. 3). Ohio and Mon-Valley are 

subsidiaries of United States Steel 

Corporation (U.S. Steel). An application 

for the temporary acquisition by Custom 

of the operating rights and other assets 
of Ohio and Mon-Valley has been filed. 

DATE: Comments are due December 24, 

1984. 

ADDRESSES: Send comments to: 

(1) Office of the Secretary, Case Control 
Branch, Interstate Commerce 
Commission, Washington, D.C. 20423, 
and 

Petitioners’ representatives; 
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(2) Michael F. Morrone (for Custom), 
Keller and Heckman, 1150 17th Street, 
N.W., Suite 1000, Washington, D.C. 
20036, (202) 457-1100. 

- (3) Wayne L. Emery (for Ohio and Mon- 
Valley), 600 Grant Street, Room 1569, 
Pittsburgh, PA 15230, (412) 433-2898. 
Comments should refer to Finance 

Docket No. 30586. 

FOR FURTHER INFORMATION CONTACT: 

Warren C. Wood, (202) 275-7977. 

SUPPLEMENTARY INFORMATION: The 

transaction embraces the transfer of all 

of Ohio’s interstate operating authority 
in Permit No. W-406 and subnumbers 
thereunder authorizing the 

transportation, as a contract carrier, (A) 

in non-self-propelled vessels with the 

use of separate towing vessels in the 
transportation of general commodities, 
and by towing vessels in the 

performance of general towage, (1) 

between parts and poinis along the 

Arkansas and Cumberland Rivers; the 

Gulf Intraceastal Waterways; the 

Illinois Waterway, including points in 

northern Indiana by way of Lake 

Michigan; and the Kanawha, Kentucky, 

Allegheny, Mississippi, Monongahela, 

Ohio, Red, Tennessee, and Verdigris 

Rivers and their tributary waterways; 

(2) between ports and points on the 

Allegheny River, between ports and 

points along the Allegheny River, on the 

one hand, and, on the other, ports and 
points on the Arkansas and Cumbérland 

Rivers, the Gulf Intracoastal 

Waterways, the Illinois Waterway, 

including points in northern Indiana by 

way of Lake Michigan, the Kanawha, 

Kentucky, Mississippi, Monongahela, 

Ohio, Red, Tennessee, and Verdigris 

Rivers and the their tributary 

waterways; (3) between ports and points 

along the Tennessee River and its 
tributary waterways (including the 

Barkely Canal), and between ports and 

points along the Tennessee River, and 

its tributary waterways, on the one 
hand, and, on the other, ports and points 
on the Arkansas and Cumberland 

Rivers, the Gulf Intracoastal 

Waterways, the fllinois Waterway, 

including points in northern Indiana by 

way of Lake Michigan, the Kanawha, 

Kentucky, Mississippi, Monongahela, 

Ohio, Red, and Verdigris Rivers and 

their tributary waterways; and (B) in 

non-self-propelled vessels, with the use 
of towing vessels, of (1) refractories, 
from Newell, WY, to ports and points 
along the Illinois Waterway, the 

Mississippi and Ohio Rivers, and the 

Gulf Intracoastal Waterways, under 

continuing contracts with Globe 

Refractories, Inc., of Newell, WV; (2) 

iron and stee] articles, between points 

along the Red River; and between points 


along the Red River, on the one hand, 
and, on the other, points in (3), (4), (5), 
and {6) below; (3) iron and steel articles, 
blocking, cement, coke and coke breeze 
or dust, ferro manganese, fire clay, 
flouorospar, pig iron, pig tin, scrap iron 
or steel, slag, spraying oil, spiegeleisen, 
sulphate of ammonia, sulphur, tin or 
tere plate, new barges, derrick boats, 
construction and erection materials and 
equipment, false work, and lock gates, 
between ports and points along the 
Monongahela, Ohio, Cumberland and 
Kanawha Rivers, the Mississippi River 
below its junction with the Ohio River, 
the Gulf Intracoastal Waterways, the 
Kentucky River below and including 
Beattyville, KY, the Port Allen section of 
the Gulf Iniracoastal Waterway, and 
between ports and points along the 
Arkansas-Verdigris Waterway project 
below and including Catoosa, OK, and 
between ports and points along the 
Arkansas-Verdigris Waterway project 
below and including Catoosa, OK, on 
the one hand, and, on the other, ports 
and points along the Monongahela, 
Ohio, Cumberland and Kanawha Rivers, 
the Mississippi River below its junction 
with the Ohio River, the Gulf 
Intracoastal Waterways, the Kentucky 
River below and including Beattyville, 
KY, and the Port Allen section of the 
Gulf Intracoastal Waterway; (4) coal, 
between ports and points along the Ohio 
and Monongahela River, between ports 
and points along the Arkansas-Verdigris 
Waterway project below and including 
Catoosa, OK, and between points and 
ports along the Arkansas-Verdigris 
Waterway project below and including 
Catoosa, OK, on the one hand, and, on 
the other, points and ports along the 
Ohio and Monongahela Rivers; {5} 
manganese ore, from Mobile, AL and 
New Orleans, LA, to points and ports 
along the Ohio and Monongahela Rivers, 
between points and ports along the 
Arkansas-Verdigris Waterway below 
and including Catoosa, OK; between 
ports and points along the Arkansas- 
Verdigris Waterway below and 
including Catoosa, OK, on the one hand, 
and, on the other, Mobile, AL and New 
Orleans, LA; and [6) iron and steel 
articles, between ports and points on the 
Illinois Waterway (including points in 
northern Indiana by way of Lake 
Michigan), the Monongahela, Ohio, 
Cumberland, and Kanawha Rivers, the 
Mississippi River below its confluence 
with the Illinois Waterway, the Gulf 
Intracoastal Waterways, the Kentucky 
River below and including Beattyville, 
KY, and the Arkansas-Verdigris 


Waterway at or below Catoosa, OK. 


Custom will also acquire from Ohio a 
total of 12 towboats and 472 barges, 
miscellaneous equipment, real estate, 
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and structures used in conducting its 
business. Custom will acquire from 
Mon-Valley 3 additional towboats, 42 
barges and certain equipment and 
structural improvements used in 
conducting its operations. The parties 
propose that Custom succeed to the 
contracts between Ohio and Mon-Valley 
and their parent, US. Steel. 

The parties have filed an application 
for temporary authority under 49 U.S.C. 
11349 seeking approval of the transfer of 
ownership of the above asseis pending 
the Commission's consideration of the 
permanent application under 49 U.S.C. 
11343-11344. 

James H. Bayne, 

Secretary. 

[FR Doc. &4-90919 Filed 11-21-84; 8:45 ami] 
BILLING CODE 7035~01-M 


[Docket No. AB-43 (Sub-No. 122K] | 


illinois Central Gulf Railroad 
Company—Abandonment 
Exemption—West Feliciana Parish, LA; 
Revised Notice 


AGENCY: Interstate Commerce 
Commission. 


ACTion: Corrected Notice of Exemption 


SUMMARY: The Interstate Commerce 
Commission exempts from the 
requirements of prior approval under 49 
U.S.C. 16903 et seg., the abandonment 
by the Illinois Central Gulf Railroad 
Company of 1.1 miles of track in West 
Feliciana Parish, LA, subject to standard 
labor protective conditions. 

DATE: This exemption shall be effective 

on December 24, 1984. Petitions to stay 

must be filed by December 3, 1984. 

Petitions for reconsideration must be 

filed by December 13, 1984 

ADDRESSES: Send pleadings referring to 

Docket No. AB-43 (Sub-No. 122X) to: 

(1) Office of the Secretary, Case Control 
Branch, Interstate Commerce 
Commission, Washington, DC 20423. 

(2) Petitioner's representative, John H. 
Doeringer, 233 N. Michigan Avenue, 
Chicago, IL 60601. 

FOR FURTHER INFORMATION CONTACT: 

Louis E. Gitomer, (202) 275-7245. 

SUPPLEMENTARY INFORMATION: 

Additional information is contained in 

the Commission's decision. To purchase 

a copy of the full decision write to TS. 

InfoSystems, Inc., Room 2227, Interstate 

Commerce Commission, Washington, 

DC 20423, or call 2898-4357 (DC 

Metropolitan area) or toll free (800) 424- 

5403. 

Decided: November 16, 1984 

By the Commission, Chairman Taylor, Vice 
Chairman Andre, Commissioners Sterrett, 
Gradison, Simmons, Lamboley, and Strenio. 
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Commissioners Lamboley and Strenio did not 
participate. 

James H. Bayne, 

Secretary. 

[FR Doc. 30815 Filed 11-21-84; 8:45 am] 

BILLING CODE 7035-01-M 


DEPARTMENT OF JUSTICE 


immigration and Naturalization 
Service 


Registration of Mariel Cubans 


AGENCY: Immigration and Naturalization 
Service, Justice. 
ACTION: Notice of registration. 


sumMARY: Notice is hereby given that 
under the authority of section 265(b), the 
Attorney General requires the 
registration of all persons born in Cuba 
or nationals of Cuba who are not now 
United States citizens and who: 

(a) Arrived in the United States 
between April 15, 1980 and October 10, 
1980 (the ‘Mariel Boatlift”), 

(b) Have been given the Immigration 
designation “Cuban/Haitian Entrant- 
(Status Pending)”, and 

(c) Have not subsequently become 
lawfully admitted permanent residents 
of the United States. 

Individuals required to register must 
file Form I-104 in accordance with the 
instructions on that form in the period 
between December 3, 1984 and 
December 31, 1984. 

DATE: Date of registration: December 3, 
1984 to December 31, 1984. 

FOR FURTHER INFORMATION CONTACT: 
Joseph D. Cuddihy or F. Gerard 
Heinauer, Immigration Examiners, 
Immigration and Naturalization Service, 
425 I Street, NW., Washington, DC 
20536, (202) 633-3320. 


SUPPLEMENTARY INFORMATION: Section 

‘ 265(b) of the Immigration and 
Nationality Act, as amended, allows the 
Attorney General, upon ten days notice, 
to require the natives of any one or more 
foreign states, or any class or group 
thereof, who are within the United 
States and who are required to be 
registered, to notify the Attorney 
General of their current addresses and 
furnish additional information as the 
Attorney General may require. The 
authority to act in immigration matters 
is delegated by the Attorney General to 
the Commissioner of the Immigration 
and Naturalization Service. The 
individuals in the group described were 
registered in the period from April 15, 
1980 to October 10, 1980, but have not 
been required to update that registration 


since October 31, 1981. The Service 
intends to resume the processing of 
applications filed by individuals in the 
group described for permanent resident 
benefits under the 1966 Cuban 
Adjustment Act. 

The Service will update its system of 
records with the data provided in the 
registration. In addition to address, the 
required form contains the following 
information: 

1. Name. 

2. Country of Citizenship. 

3. Date of Birth. 

4. Date of Arrival in U.S. 

5. Name of Present Sponsor. 

6. Address of Sponsor. 

‘7. Name and Nationality of Sponsor. 

8. Number and Nationality of 
Children. 

9. Number of Children Residing with 
Applicant. 

Forms required in this registration will 
be available on or about November 30, 
1984 from voluntary agencies 
participating with the Service in this 
effort. Local affiliates will be 
encouraged to participate by the 
following national organziations: 

1. American Council for Nationalities 
Service. 

2. Church World Service. 

3. Cuban-American National 
Foundation. 

4. International Rescue Committee. 

5. Lutheran Immigration and Refugee 
Service. 

6. U.S. Catholic Conference Migration 
and Refugee Service. 

7. World Relief. 

Registration forms will not generally 
be available at Service District offices. 
Individuals in remote areas where no 
voluntary agencies are participating in 
this program may obtain a form by 
sending a stamped, self-addressed 
envelope to: Immigration and 
Naturalization Service, Director, 
Outreach Program, Room 6230, 425 I 
Street, NW., Washington, D.C. 20536. 

Registrants will return the registration 
forms to any voluntary agency 
participating in the program. There is no 
fee for submitting the registration form. 

Section 265, I&N Act (8 U.S.C. 1305). 


Dated: November 19, 1984. 
Alan C. Nelson, 
Commissioner, Immigration and 
Naturalization Service. 
[FR Doc. 84-30713 Filed 11-21-84; 8:45 am] 
BILLING CODE 4410-10-M 
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DEPARTMENT OF LABOR 


The Steering Subcommittee of the 
Labor Advisory Committee for Trade 
Negotiations and Trade Policy; 
Meeting 


Pursuant to the provisions of the 
Federal Advisory Committee Act (Pub. 
L. 92-463 as amended), notice is hereby 
given of a meeting of the Steering 
Subcommittee of the Labor Advisory 
Committee for Trade Negotiations and 
Trade Policy. 

Date, time and place: December 11, 1984, 9:30 
a.m., Rm. $4215 A & B Frances Perkins, 
Department of Labor Building, 200 
Constitution Avenue, NW., Washington, 
DC. 20210 

Purpose: To discuss trade negotiations and 
trade policy of the United States. 


This meeting will be closed under the 
authority of Section 10(d) of the Federal 
Advisory Committee Act. The 
Committee will hear and discuss 
sensitive and confidential matters 
concerning U.S. trade negotiations and 
trade policy. 

For further information, contact: 
Fernand Lavallee, Executive Secretary, 
Labor Advisory Committee, Phone: (202) 
523-6565, November 16, 1984. 


Signed at Washington, D.C., this 16th day 
of November 1984. 
Robert W. Searby, 
Deputy Under Secretary, International 
Affairs. 
[FR Doc. 84-30736 Filed 11-21-84; 8:45 am] 
BILLING CODE 4510-28-M 


Mine Safety and Health Administration 
[Docket No. M-84-239-C] 


Petition for Modification of Application 
of Mandatory Safety Standard; 
Alabama By-Products Corp. 


Alabama By-Products Corporation, 
P.O. Box 10246, Birmingham, Alabama 
35202 has filed a petition to modify the 
application of 30 CFR 75.1714—2(e)(3) 
(self-contained self-rescue devices; use 
and location requirements) to its 
Chetopa Mine (I.D. No. 01-00323) 
located in Jefferson County, Alabama; 
its Mary Lee No. 1 Mine (I.D. No..01- 
00515), Gorgas No. 7 Mine (I.D. No. 01- 
00340), Mary Lee No. 2 Mine (I.D. No. 
01-00821), and SEGCO No. 1 Mine (L.D. 
No. 01-00347), all located in Walker 
County, Alabama. The petition is filed 
under section 101(c) of the Federal Mine 
Safety and Health Act of 1977. 

A summary of the petitioner's 
statements follows: 

1. The petition concerns the 
requirement that an operator may not 





Federal Register / Vol. 49, No. 227 / Friday, November 23, 1984 / Notices 


obtain permission to place self- 
contained self-rescuers (SCSRs) more 
than 25 feet away from miners on 
mantrips into and out of the mine. 

2. A track and trolley material and 
mantrip haulage system is used along 
the mainlines, while rubber tired 
material and mantrip haulage is used in 
room entries. 

3. As an alternate method in lieu of 
requiring miners to wear and carry 
SCSRs aboard mantrips, petitioner 
proposes to cache the SCSRs at 
designated storage locations along 
mantrip travelways so that the devices 
are readily accessible to personnel 
riding mantrips. 

4. Petitioner states that the proposed 
alternate method will provide the same 
degree of safety for the miners affected 
as that afforded by the standard. 


Request for Comments 


Persons interested in this petition may 
furnish written comments. These 
comments must be filed with the Office 
of Standards, Regulations and 
Variances, Mine Safety and Health 
Administration, Room 627, 4015 Wilson 
Boulevard, Arlington, Virginia 22203. All 
comments must be postmarked or 
received in that office on or before 
December 24, 1984. Copies of the 
petition are available for inspection at 
that address. 


Dated: November 16, 1984. 
Patricia W. Silvey, 
Director, Office of Standards, Regulations 
and Variances. 
[FR Doc. 84~-30751 Filed 11-21-84; 8:45 am] 
BILLING CODE 4510-43-™ 


Occupational Safety and Health 
Administration 


lowa State Standards; Notice of 
Approval 


1. Background. Part 1953 of Title 29, 
Code of Federal Regulations prescribes 
procedures under section 18 of the 
Occupational Safety and Health Act of 
1970 (29 U.S.C. 667) (hereinafter called 
the Act) by which the Regional 
Administrators for Occupational Safety 
and Health (hereinafter called the 
Regional Administrator) under a 
delegation of authority from the 
Assistant Secretary of Labor for 
Occupational Safety and Health 
(hereinafter called the Assistant 
Secretary) (29.CFR 1953.4) will review 
and approve standards promulgated 
pursuant to a State plan which has been 
approved in accordance with section 
18(c) of the Act and 29 CFR Part 1902. 
On July 20, 1973, notice was published in 
the Federal Register (38 FR 19368) of the 


approval of the Iowa plan and the 
adoption of Subpart J of Part 1952 
containing the decision. 

The Iowa plan provides for the 
adoption of Federal standards (by 
reference after comments and public 
hearing). By letter dated August 15, 1984 
frou; Walter H. Johnson, Deputy 
Commissioner of Labor to Roger A. 
Clark, Regional Administrator, and 
incorporated as part of the plan, the 
State submitted State standards 
comparable to: Servicing of Single Piece 
and Multi-piece Rim Wheel 29 CFR 
1910.177 as published in the Federal 
Register (49 FR 4350 dated February 3, 
1984); Occupational Noise Exposure: 
Hearing Conservation Amendment: 
Corrections, as published in the Federal 
Register (48 FR 29687 dated June 28, 
1983); Hazard Communication 29 CFR 
1910.1200 as published in the Federal 
Register (48 FR 53340 dated November 
25, 1983); Revocation of Advisory and 
Repetitive Standards as published in the 
Federal Register (49 FR 5321 dated 
Feburary 10, 1984); Commercial Diving 
Operations 29 CFR 1910.441 (removed) 
as published in the Federal Register (49 
FR 881 dated January 6, 1984). These 
standards which are contained in 
Chapter 88 of the Code of Iowa (1983) 
were promulgated after public comment 
requested on February 22, 1984, hearing 
held on April 9, 1984 and resolution 
adopted by the Iowa Bureau of Labor on 
July 12, 1984 pursuant to Chapter 17a, 
Iowa Code. The standards were 
effective on September 5, 1984 and 
notice of their adoption was published 
by the State on August 1, 1984. 

2. Decision. Having reviewed the 
State submission in comparison with the 
Federal standards it has been 
determined that the State standards are 
identical to the comparable Federal 
standards and should therefore be 
approved. 

3. Location of supplement for 
inspection and copying. A copy of the 
standards supplement along with the 
approved plan, may be inspected and 
copied during normal business hours at 
the following locations: Directorate of 
Federal/State Operations, Office of 
State Programs, Room 3476, 200 
Constitution Avenue, NW., Washington, 
DC 20210; Office of the Regional 
Administrator, OSHA, Room 406 
Federal Office Building, 911 Walnut 
Street, Kansas City, Missouri 64106; and 
Iowa Bureau of Labor, 307 E. 7th Street, 
Des Moines, Iowa 50319. 

4. Public participation. Under 29 CFR 
1953.2(c) of this Chapter, the Assistant 
Secretary may prescribe alternative 
procedures to expedite the review 
process or for other good cause which 
may be consistent with applicable laws. 
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The Assistant Secretary finds that good 
cause exists for not publishing the 
supplement to the Iowa State plan as a 
proposed change and making the 
Regional Administrator's approval 
effective upon publication for the 
following reasons: 

1. The standards are identical to the 
comparable Federal standards and are 
therefore deemed to be at least as 
effective. 

2. The standards were adopted in 
accordance with the procedural 
requirements of State law and further 
public participation and notice would be 
unnecessary. 

This decision is effective November 
23, 1984. 

(Sec. 18, Pub. L. 91-596, 84 Stat. 1608 (29 
U.S.C. 667)). 

Signed at Kansas City, Missouri, this 24th 
day of September 1984. : 
Roger A. Clark, 

Regional Administrator. 
[FR Doc. 84-30737, Filed 11-21-84; 8:45 am] 
BILLING CODE 4510-26-m 


Utah State Standards; Notice of 
Approval 


1. Background. Part 1953 of Title 29, 
Code of Federal Regulations, prescribes 
procedures under Section 18 of the 
Occupational Safety and Health Act of 
1970 (hereinafter called the Act) by 
which the Regional Administrator for 
Occupational Safety and Health 
(hereinafter called the Regional 
Administrator) under delegation of 
authority from the Assistant Secretary 
of Labor for Occupational Safety and 
Health (hereinafter called the Assistant 
Secretary), (29 CFR 1953.4) will review 
and approve standards promulgated 
pursuant to a State Plan which has been 
approved in accordance with Section 
18(c) of the Act and 29 CFR Part 1902. 
On January 10, 1973, notice was 
published in the Federal Register (38 FR 
1178) of the approval of the Utah Plan 
and adoption of Subpart E to Part 1952 
containing the decision. The Plan 
provides for the adoption of Federal 
Standards as State Standards by: 

1. Advisory committee 
recommendation. 

2. Publication in newspapers of 
general/major circulation with a 30-day 
waiting pericd for public comment and 
hearings. 

3. Commission order adopting and 
designating an effective date. 

4. Provision of certified copies of 
Rules and Regulations or Standards to 
the Office of the State Archivist. 

OSHA regulations (29 CFR 1953.22 
and 1953.23) require that States respond 
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to the adoption of new or revised 
permanent Federal standards by State 
promulgation of comparable standards 
within six months of OSHA publication 
in the Federal Register, and within 30 
days for emergency temporary 
standards. Although adopted State 
standards or revisions to standards 
must be submitted for OSHA review 
and approval under procedures set forth 
in Part 1953, they are enforceable by the 
State prior to Federal review and 
approval. By letter dated June 6, 1984, 
from Douglas J. McVey, Administrator, 
Utah Occupational Safety and Health 
Division, to Byron R. Chadwick, OSHA 
Regional Administrator, the State 
submitted rules and regulations in 
response to Federal OSHA's removal of 
advisory and repetitive provisions of 
General Industry Standards (29 CFR 
Part 1910: Revocation of Advisory and 
Repetitive Standards, 49 FR 5318, 
February 10, 1984). The above adoptions 
of Federal standards have been 
incorporated in the State Plan, and are 
contained in the Utah Occupational 
Safety and Health Rules and 
Regulations for General Industry, as 
required by Utah Code annotated 1943, 
Title 6346-1. In addition, the standards 
were published in newspapers of 
general/major circulation throughout the 
State. No public comments were 
received and no hearings were held. 

State standards for 29 CFR Part 1910: 
Revocation of Advisory and Repetitive 
Standards were amended and adopted 
by the Industrial Commission of Utah, 
Archives File Number 7148, on May 11, 
1984, (effective June 15, 1984) pursuant 
to Title 35-9-6, Utah Code, annotated 
1953. The State revocation of advisory 
and repetitive standards is substantially 
identical to the Federal standards action 
with the exception that the State 
retained § 1910.28(p)(1), which specifies 
that an interior hung scaffold should be 
hung or suspended from the roof 
structure or substantial ceiling beams. 

2. Decision. The above State 
standards have been reviewed and 
compared with the relevant Federal 
standards and OSHA has determined 
that the State standards are at least as 
effective as the comparable Federal 
standards, as required by section 
18(c)(2) of the Act. OSHA has also 
determined that the differences between 
Utah’s Revocation of Advisory and 
Repetitive Standards and the 
comparable Federal standards action 
are minimal and that the standards are 
thus substantially identical. OSHA 
therefore approves the standards in 
question. However, the right to 
reconsider this approval is reserved 


should substantial objections be 
submitted to the Assistant Secretary. 

3. Location of Supplement for 
Inspection and Copying. A copy of the 
standards supplement, along with the 
approved plan, may be inspected and 
copied during normal business hours at 
the following locations: Office of the 
Regional Administrator, Room 1554, 
Federal Office Building, 1961 Stout 
Street, Denver, Colorado 80294; Utah 
State Industrial Commission, UOSHA 
Offices at 160 East 300 South, Salt Lake 
City, Utah 84111; and the Office of State 
Programs, Room N-3613, 200 
Constitution Ave., NW., Washington, 
DC 20210. 

4. Public Participation. Under 29 CFR 
1953.2(c), the Assistant Secretary may 
prescribe alternative procedures to 
expedite the review process or for other 
good cause which may be consistent 
with applicable laws. The Assistant 
Secretary finds that good cause exists 
for not publishing the supplements to the 
Utah State Plan as a proposed change 
and making the Regional 
Administrator's approval effective upon 
publication for the following reason: 

The Standards were adopted in accordance 
with the procedural requirements of State 
law which permitted public comments, and 
further public participation would be 
repetitious. 


This decision is effective June 29, 1984 
(Sec. 18, Pub. L. 91-596, 84 Stat. 1608 (29 
U.S.C. 667)). 

Signed in Denver, Colorado, this 29th day 
of June, 1984. 

Byron R. Chadwick, 

Regional Administrator. 

(FR Doc. 84-30738, Filed 11-21-84; 8:45 am] 
BILLING CODE 4510-26-M 


Office of Pension and Welfare Benefit 
Programs 


[Application No. D-5007 et al.] 


Proposed Exemptions, Profit Sharing 
Plan and Trust Agreement for 
Employees of Gonzalo Camblior, MD, 
DC, et al. 


AGENCY: Office of Pension and Welfare 
Benefit Programs, Labor. 


ACTION: Notice of proposed exemptions. 


SUMMARY: This document contains 
notices of pendency before the 
Department of Labor (the Department) 
of proposed exemptions from certain of 
the prohibited transaction restrictions of 
the Employee Retirement Income 
Security Act of 1974 (the Act) and/or the 
Internal Revenue Code of 1954 (the 
Code). 


Written Comments and Hearing 
Requests 


All interested persons are invited to 
submit written comments or requests for 
a hearing on the pending exemptions, 
unless otherwise stated in the Notice of 
Pendency, within 45 days from the date 
of publication of this Federal Register 
Notice. Comments and requests for a 
hearing should state the reasons for the 
writer's interest in the pending 
exemption. 


ADDRESS: All written comments and 
requests for a hearing (at least three 
copies) should be sent to the Office of 
Fiduciary Standards, Pension and 
Welfare Benefit Programs, Room C- 
4526, U.S. Department of Labor, 200 
Constitution Avenue, NW., Washington, 
DC 20216. Attention: Application No. 
stated in each Notice of Pendency. The 
applications for exemption and the 
comments received will be available for 
public inspection in the Public 
Documents Room of Pension and 
Welfare Benefit Programs, U.S. 
Department of Labor, Room N-4677, 200 
Constitution Avenue, NW., Washington, 
DC 20216. 


Notice to Interested Persons 


Notice of the proposed exemptions 
will be provided to all interested 
persons in the manner agreed upon by 
the applicant and the Department within 
15 days of the date of publication in the 
Federal Register. Such notice shall 
include a copy of the notice of pendency 
of the exemption as published in the 
Federal Register and shall inform 
interested persons of their right to 
comment and to request a hearing 
(where appropriate). 

SUPPLEMENTARY INFORMATION: The 
proposed exemptions were requested in 
applications filed pursuant to section 
408(a) of the Act and/or section 
4975(c)(2) of the Code, and in 
accordance with procedures set forth in 
ERISA Précedure 75-1 (40 FR 18471, 
April 28, 1975). Effective December 31, 
1978, section 102 of Reorganization Plan 
No. 4 of 1978 (43 FR 47713, October 17, 
1978) transferred the authority of the 
Secretary of the Treasury to issue 
exemptions of the type requested to the 
Secretary of Labor. Therefore, these 
notices of pendency are issued solely by 
the Department. 

The applications contain 
representations with regard to the 
proposed exemptions which are 
summarized below. Interested persons 
are referred to the applications on file 
with the Department for complete 
statement of the facts and 
representations. 
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Profit-Sharing Plan and Trust Agreement 
for Employees of Gonzalo Camblor, 
M.D., P.C. (the Plan) Located in Atlanta, 
Georgia 

{Application No. D-5007] 

Proposed Exemption 


The Department is considering 
granting an exemption under the 
authority of section 4975(c)(2) of the 
Code and in accordance with the 
procedures set forth in ERISA Procedure 
75-1 (40 FR 18471, April 28, 1975). If the 
exemption is granted the sanctions 
resulting from the application of section 
4975 of the Code, by reason of section 
4975(c)(1) (A) through (E) of the Code 
shall not apply to the purchase by the 
Plan of a participation in a promissory 
note of the SmithKline Corporation from 
Dr. Gonzalo Camblor, under the terms 
described in this notice of pendency, 
and the personal guarantee by Dr. 
Camblor of the payment of the Pian’s 
participation in the note, provided the 
Plan pays no more than the fair market 
value of the participation on the date of 
its acquisition. 


Summary of Facts and Representations 


1. The Employer is a partner in Cobb 
Pathologists, a general partnership 
engaged in the practice of medicine 
along with F. Norman Bowles, M.D., P.C. 
and Alan I. Jacobson, M.D., P.C. The 
Plan is a defined contribution profit- 
sharing plan. Dr. Camblor, who is the, 
sole shareholder and sole employee of 
the Employer, is the only participation in 
the Plan. The Plan currently has assets 
of approximately $300,000. 

2. Dr. Camblor is the holder of a 
promissory note from SmithKline 
Corporation dated November 3, 1981 in 
the principal amount of $311,310, The 
note bears interest at the rate of 10% per 
annum, and all interest and principal are 
due and payable on November 3, 1986. 

3. Dr. Camblor now proposes to sell a 
participation in the note to the Plan. The 
proposed investment by the Plan in the 
note will represent 24.9% of the assets of 
the Plan on the date of the purchase. 
The note participation will be purchased 
at a price which will provide the Plan 
with a rate of return which equals the 
greater of 1342% or 3 points above the 
30 month Certificate of Deposit rate of 
Trust Company Bank, an unrelated 
commercial bank located in Atlanta, 
Georgia, as of the date of the Plan's 
acquisition of the participation. There 


Since Dr. Camblor is the sole stockholder of 
Gonzalo Camblor, M.D., P.C. (the Employer) and the 
only participant in the Plan, there is no jurisdiction 
under Title I of the Act pursuant to 29 CFR 2510.3- 
3(b). However, there is jurisdiction under Title II of 
the Act pursuant to section 4975 of the Code. 


will be no fees or commissions paid in 
connection with the purchase. 

4. The promissory note in which the 
participation is being purchased was 
issued by a public corporation and is 
guaranteed by a standby letter of credit 
issued by the Girard Bank and held by 
Philadelphia National Bank as transfer 
agent. In addition, the payment of the 
Plan's participation in the note will be 
personally guaranteed by Dr. Camblor. 
Dr. Camblor represents that in the event 
another employee becomes eligible to 
participate in the Plan, a separate 
account will be established for that 
participant so that Dr. Camblor is the 
only Plan participant who will ever be 
affected by this transaction. 

5. The plan's independent trustee is 
the Georgia State Bank (the Bank) of 
Atlanta, Georgia. Mr. Elyea D. Carswell, 
Jr., Trust Officer of the Bank, has 
represented that the discounted price 
that the Plan will pay in order to 
purchase the participation will provide 
the plan with a rate of return at least as 
high as that which would be received by 
a commercial lender purchasing the note 
participation. 

6. In summary, the applicant 
represents that the proposed transaction 
meets the statutory criteria contained in 
section 4975(c)(2) of the Code because: 
(1) The transaction will involve 24.9% of 
the Plan’s assets; (2) the terms of the 
participation to the Plan are at least as 
high as those obtainable in an arm’s- 
length transaction with an unrelated 
party according to the Plan’s 
independent fiduciary; and (3) Dr. 
Camblor is the sole participant in the 
Plan to be affected by the transaction, 
and he desires that the transaction be 
consummated by the Plan. 

Notice to Interested Persons: Because 
Dr. Camblor is the sole shareholder of 
the Employer and the only participant in 
the Plan, it has been determined that 
there is no need to distribute the notice 
of pendency to interested persons. 
Comments and requests for a hearing 
must be received by the Department 
within 30 days of the date of publication 
of this notice of proposed exemption. 

For Further Information Contract: 
Gray H. Lefkowitz of the Department, 
telephone (202) 523-8881. (This is not a 
tole-free number.) 


Coldevin B. Carlson, M.D., P.S. Money 


Purchase Pension Plan (the Plan) 
Located in Seattle, Washington 


[Application No. D-5416] 


Proposed Exemption 


The Department is considering 
granting an exemption under the 
authority of section 4975(c)(2) of the 
Code and in accordance with the 
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procedures set forth in ERISA Procedure 
75-1 (40 FR 18471, April 28, 1975). If the 
exemption is granted the sanctions 
resulting from the application of section 
4975 of the Code, by reason of section 
4975(c)(1) (A) through (E) of the Code 
shall not apply to the sale of certain 
artwork by the Plan to Dr. and Mrs. 
Coldevin B. Carlson (the Carlsons), who 
are disqualified persons with respect to 
the Plan, provided the purchase price is 
not less than the fair market value of the 
artwork on the date of sale. 

Since Dr. Coldevin B. Carlson (Dr. 
Carlson) is the sole shareholder of . 
Coldevin B. Carlson, M.D., P.S. (the Plan 
Sponsor) and the only participant in the 
Plan, there is no jurisdiction under Title 
I of the Act pursuant to 29 CFR 2510.3- 
3(b). However, there is jurisdiction 
under Title II of the Act pursuant to 
section 4975 of the Code. 


Summary of Facts and Representations 


1. The Plan is a money purchase profit 
sharing plan with one participant, Dr. 
Carlson. Dr. Carlson is also the sole 
shareholder and the sole employee of 
the Plan Sponsor, and the trustee of the 
Plan. As of May 31, 1983, the Plan had 
total assets of $21,564. The Plan Sponsor 
is a professional service corporation 
which provides medical services to the 
general public. 

2. On April 12, 1980, the Plan 
purchased a Miro lithograph for $1,360 
and a James A. Whistler etching for $680 
and on September 17, 1980, the Plan 
purchased an antique Georgian 
sideboard for $2,000 (collectively, the 
Assets). The Assets were purchased by 
the Plan at the direction-of and for the 
account of Dr. Carlson pursuant to the 
self-directed account investment 
provisions of the Plan. The Assets have 
been stored at Dr. Carlson’s home and 
place of business since their purchase.” 

3. The Assets were acquired by the 
Plan so that they would appreciate in 
value and could ultimately be disposed 
of at a substantial gain to the Plan. 
However, as a result of general market 
conditions, the applicant represents that 
the Assets have not appreciated as 
rapidly as originally anticipated. The 
applicant proposes that the Assets be 
sold to the Carlsons. The Carlsons will 
purchase the Assets for their total fair 


2 The Internal Revenue Service has made a 
determination that the storing of the Assets at the 
home of Dr. Carlson and at his place of business 
constitutes a prohibited transaction. The applicant 
represents that excise taxes imposed as a result of 
the maintenance of the Assets at the home and 
place of business of Dr. Carlson for calendar years 
1980, 1981 and 1982 have been paid. The applicant 
further represents that any additional excise tax 
which may be due will be paid within 60 days of the 
granting of this proposed exemption. 
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market value of $6,450. The purchase 
price will be paid in cash. 

4. Independent appraisals of the 
Assets have been performed by 
companies regularly engaged in the 
purchase and sale of items similar to or 
identical to the Assets. The Original 
Graphics Gallery located in Seattle, 
Washington has established the fair 
market value of the Miro lithograph at 
$2,200 and the fair market value of the 
James A. Whistler etching at $1,100 as of 
December 21, 1983. Bob Alsin Antiques 
of Bellevue, Washington has determined 
that the fair market value of the 
Georgian sideboard is at $3,150 as of 
November 2, 1983. 

5. In summary, the applicant 
represents that the proposed transaction 
meets the statutory criteria of section 
4975(c)(2) of the Code because: 

(1) The Plan will receive fair market 
value for the Assets; 

(2) The purchase price will be paid in 
cash; and 

(3) The Plan trustee has determined 
that the proposed transaction is in the 
interests of and protective of the Plan 
and its participant and beneficiary. 


Notice to Interested Persons 


Because Dr. Carlson is the sole 
shareholder of the Plan Sponsor and the 
only participant in the Plan, it has been 
determined that there is no need to 
distribute the notice of pendency to 
other persons. Comments and requests 
for a hearing must be received by the 
Department within 30 days of the date of 
publication of the notice of proposed 
exemption. 

For Further Information Contact: Ms. 
Linda Hamilton of the Department, 
telephone (202) 523-8881. (This is not a 
toll-free number.) 


Duriron Company, Inc. Pension Trust for 
Salaried Employees (the Plan) Located 
in Dayton, Ohio 


[Application No. D-5423} 
Proposed Exemption 


The Department is considering 
granting an exemption under the 
authority of section 408(a) of the Act 
and section 4975(c)(2) of the Code and in 
accordance with the procedures set 
forth in ERISA Procedure 75-1 (40 FR 
18471, April 28, 1975). If the exemption is 
granted the restrictions of section 406(a) 
and 406 (b)(1) and (b)(2) of the Act and 
the sanctions resulting from the 
application of section 4975 of the Code, 
by reason of section 4975(c)(1) (A) 
through (E) of the Code shall not apply 
to (1) the continued leasing by the Plan, 
beyond June 30, 1984, of certain real 
property to Duriron Company, Inc. (the 
Employer), the sponsor of the Plan and a 


party in interest with respect to the Plan; 
and (2) the possible sale of the Property 
by the Plan to the Employer pursuant to 
a right of first refusal or put option, 
provided that the terms and conditions 
of the transactions are no less favorable 
to the Plan than those which could be 
obtained by the Plan in similar 
transactions with an unrelated party. 
Effective Date: If granted, this 
exemption will be effective July 1, 1984. 


Summary of Facts and Representations 


1. The Plan is a defined benefit 
pension plan which had 923 participants 
and net assets of approximately 
$17,576,336 as of December 31, 1983. The 
trustee (the Trustee) of the Plan is Chase 
Manhattan Bank, N.A. The Plan is 
administered by a pension and 
insurance committee, members of which 
are appointed by the board of directors 
of the Employer. Portions of the Plan’s 
portfolio are managed by Tallasi 
Management Company, Inc., the Trustee 
and American Fletcher National Bank 
(the Bank). The Bank is a national 
banking association with its principal 
place of business at 101 Monument 
Circle, Indianapolis, Indiana. Apart from 
acting as investment manager with 
respect to a portion of the Plan's assets, 
the Employer and the Bank are not 
related in any manner. The Employer 
represents that it conducts no banking 
business with the Bank. The Bank has 
been appointed to act as an independent 
fiduciary for the Plan with respect to the 
subject transactions. 

2. Among the assets of the Plan is a 
parcel of improved real property (the 
Property) located at 445 Findlay Street, 
Dayton, Ohio. The Property, which was 
contributed to the Plan by the Employer 
in 1967, comprises part of the Plan’s 
portfolio which is managed by the Bank. 
The Property consists of approximately 
3.485 acres and is situated between the 
Employer's manufacturing facility and 
property owned by Consolidated Rail 
Corporation, an unrelated party. Other 
than one small storage building, the 
Property is used primarily to provide 
parking facilities for employees of the 
Employer. As of March 1, 1984, the 
Property constituted approximately 
1.02% of the Plan’s net assets. The Plan 
also holds 21,085 shares of Employer 
common stock valued at $295,190 as of 
December 31, 1983.° The applicant 


3 The applicant represents that the Employer 
common stock held by the Plan constitutes 
“qualifying employer securities” within the meaning 
of section 407(d)(1) of the Act. The Department is 
expressing no opinion herein as to the applicability 
of section 407(d)(1) to the Stock. 
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represents that the combined value of 
the Property and the Employer common 
stock comprise approximately 2.7% of 
the Plan's net assets. 

3. Coincident with its acquisition, the 
Plan leased the Property to the Employer 
for an initial term of twenty years with 
three ten-year renewal options. The 
rental under the initial lease (the 1967 
Lease) was set at $18,000 per year for 
the initial twenty-year term and at 
$12,000 per year for all renewals. The 
1967 Lease, which was triple net, 
provided the Employer with a right of 
first refusal in the event that the 
Property was offered for sale. On May 1, 
1984, the 1967 Lease was renegotiated 
and revised (the Revised Lease). The 
applicant represents that both the 1967 
Lease and the Revised Lease were 
exempt, until June 30, 1984, from the 
prohibited transaction provisions of the 
Act pursuant to section 414({c)(2) of the 
Act.* 

4. The Reyised Lease is a triple net 
lease which has an initial term of three 
years (the unexpired initial term of the 
1967 Lease) with three renewal options 
of ten years each. The Bank, as the 
independent fiduciary for the Plan, must 
approve the exercise of any renewal 
option. The Employer is responsible for 
all taxes, assessments, insurance, 
utilities, repairs and maintenance on the 
entire term of the Revised Lease and 
any renewals thereunder. The Employer 
is required to provide, at its own 
expense, both liability and casualty 
insurance on the Property, and 
additionally to indemnify and hold the 
Plan harmless from any loss, cost or 
expense of any kind and from any 
liability to any person due to damage 
resulting from the occupancy of the 
Property by the Employer or from any 
failure of the Employer to comply with 
the lease provisions, absent the 
consequences of any tortious or 
negligent act by the Plan or its agents. 
Rental during the first three years of the 
Revised Lease is $18,000 per year, which 
is the amount determined to be the fair 
market rental value of the Property in an 
appraisal made on March 1, 1984 by 
Philip J. Magin, Jr., M.A.L, S.R.P.A., of 
the Magin Realty Company, Dayton, 
Ohio. Mr. Magin, who is independent of 
the Employer, also appraised the fair 
market value of the Property at $180,000 
as of March 1, 1984. Based on these 
appraised values, the Plan will receive a 
rate of return on the Property of 
approximately 10% per annum. Rental 
payments for each renewal term will be 


* The Department is expressing no opinion as to 
the applicability of section 414(c}(2) of the Act to the 
1967 Lease or to the Revised Lease. 
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determined by independent appraisals 
of the fair market rental value of the 
Property performed as of the first day of 
each renewal period. All such appraisals 
will be made by an M.A.L appraiser 
selected by the Bank as the independent 
fiduciary for the Plan. Additionally, 
independent appraisals by an M.A.L 
apprasiser selected by the Bank are 
required to be performed after the first 
five years of each renewal term to re- 
determine the fair market rental value of 
the Property. If the fair market rental 
value differs from the rent then being 
paid, the rent for the remainder of that 
renewal term will be adjusted to the 
appraised fair market rental value as of 
the first day of the sixth year of that 
renewal term. 

5. The Revised Lease contains a put 
option pursuant to which the Trustee, if 
directed by the Bank, may require the 
Employer to purchase the Property for 
cash at its then-current appraised fair 
market value as determined by an 
independent M.A.L appraiser selected 
by the Bank if (a) the Employer fails to 
exercise any of its renewal options, (b) 
the Property is partially condemned, (c) 
the Plan is liquidated, (d) all three 
renewal options have been exercised 
and have expired, or (e) the Employer is 
in defauit under the Revised Lease and 
that default has not been cured within 
90 days. 

6. The terms of the Revised Lease 
provide also that the Employer may 
purchase the Property for cash at its fair 
market value as determined by an 
independent M.A.I. appraiser selected 
by the Bank if (a) the Bank, as the 
independent fiduciary for the Plan, 
directs the Trustee to offer the Property 
for sale, or (b) all three renewal options 
have been exercised and have expired 
and the Bank determines that the sale of 
the Property would be in the Plan's best 
interest. The Revised Lease states that if 
one year lapses after the Employer fails 
to exercise its right under (a) above and 
the Trustee has not sold the Property, 
the Bank must direct the Trustee to 
reoffer the Property to the Employer at 
its then-current appraised fair market 
value. 

7. The Bank, on or prior to June 18, 
1984, reviewed the Plan’s financial 
statements, needs for liquidity and 
diversification and all terms and 
conditions of the Revised Lease, 
including the Employers's right of first 
refusal and the Plan's put option. Based 
on its review, the Bank states that the 
Revised Lease is protective of the Plan 
and in the best interest of the Plan 
because the Property will produce 
regular and periodic cash income to the 
Plan in an amount determined to be the 


fair market rental value of the Property 
by an independent M.A.L. appraiser; 
because the Plan will have a ready 
purchaser for the Property at its 
appraised fair market value if the Plan 
elects to sell the Property; and because 
the holding and leasing of the Property 
is consistent with the cash flow needs of 
the Plan. The Bank states further that, 
after consideration of all options 
available to the Plan with respect to the 
Property, the Bank believes that the 
most appropriate course of action for the 
Pian with respect to the Property is to 
lease it to the Employer under these 
terms and conditions. Pursuant to an 
investment management agreement, the 
Bank has been given full authority to 
and represents that it will discharge all 
discretionary duties and fiduciary 
responsibilities relating to the Revised 
Lease, including the exercise or waiver 
of any options granted to the Plan under 
the Revised Lease and the enforcement 
on behalf of the Plan of the Revised 
Lease according to its terms. 

8. In summary, the applicant 
represents that the transactions satisfy 
the criteria of section 408(a) of the Act 
because: (1) the Property represents only 
approximately one percent of the Plan's 
assets; (2) the Revised Lease has been 
approved and will be monitored and 
enforced by the Bank, as an independent 
fiduciary for the Plan; (3) the rental rate 
under the Revised Lease has been 
determined to be the fair market rental 
value by an independent M.A.I. 
appraiser and the rental will be 
readjusted at least every five years over 
the term of the lease according to 
reappraisals made by a qualified M.A.I. 
appraiser selected by the Bank; (4) the 
Revised Lease is a triple net lease; and 
(5) the put option in the Revised Lease 
will provide the Plan with a purchaser 
for the Property at its appraised fair 
maket value should the Bank determine 
that the Plan should sell the Property. 

For Further Information Contact: Ms. 
Katherine D. Lewis of the Department, 
telephone (202) 523-8972. (This is not a 
toll-free number.) 


William E. Tassock, P.C. Pension Plan 
(the Plan) Located in Portland, Oregon 


[Application No. D-5425} 
Proposed Exemption 


The Department is considering 
granting an exemption under the 
authority of section 4975(c)(2) of the 
Code and in accordance with the 
procedures set forth in ERISA Procedure 
75-1 (40 FR 18471, April 28, 1975). If the 
exemption is granted the sanctions 
resulting from the application of section 
4975 of the Code, by reason of section 
4975(c)(1)(A} through (E) of the Code 
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shall not apply to the September 10, 1980 
purchase by the Plan of a parcel of real 
property located at 1824 S.W. Main 
Street, Portland, Oregon (the Property) 
from Mr. William E. Tassock for $40,000 
in cash, provided such amount was not 
greater than the fair market value of the 
Property on the date of the sale.® 

Effective Date: If the proposed 
exemption is granted, it will be effective 
September 10, 1980. 


Summary of Facts and Representations 


1. The Plan is a defined benefit 
pension plan with one participant, Mr. 
Tassock. As of September 10, 1980, the 
Plan had total assets of approximately 
$160,240. Mr. Tassock, who is the sole 
shareholder of the Employer, is also the 
sole trustee of the Plan. 

2. The Property consists of an entire 
apartment unit which comprises the 
downstairs unit of a duplex. Mr. 
Tassock acquired the Property from 
unrelated persons. He acquired a 25% 
interest from the Archdiocese of 
Portland on January 31, 1979, another 
25% interest from the Shriners Hospital 
for Crippled Children on August 10, 
1979, and in March, 1980, a 50% interest 
from the daughter of LaVerne Whitmore, 
who acquired the interest from her 
father’s estate. 

3. On September 10, 1980, Mr. Tassock 
sold the Property to the Plan, together 
with the lessor’s interest in a certain 
lease with Mr. Lloyd Hickock, an 
unrelated person, which paid the lessor 
$500 per month. The Plan's interest in 
the Property was recorded with the 
recorder of Multnomah County, Oregon. 
Mr. Tassock as trustee for the Plan 
believed the transaction to be a good 
income-producing investment for the 
Plan. 

4. The Plan paid $40,000 cash for the 
Property. Mr. Clyde M. Buettner, an 
independent real estate appraiser in 
Portland, Oregon, has appraised the 
Property as having had a fair market 
value of $40,000 as of the last quarter of 
1980. 

5. In summary, the applicant 
represents that the subject transaction 
satisfied the criteria of section 4975(c)(2) 
of the Code because: (1) the transaction 
involved less than 25% of the Plan’s 
assets; (2) the Plan paid the fair market 
value for the Property as determined by 
an independent appraiser; and (3) Mr. 
Tassock is the only participant in the 
Plan to be affected by this transaction, 


® Since Mr. Tassock is the sole stockholder of 
William E. Tassock, P.C. (the Employer) and the 
only participant in the Plan, there is no j 
under Title I of the Act pursuant to 29 CFR 2510.3- 
3(b). However, there is jurisdiction under Title I of 
the Act pursuant to section 4975 of the Code. 
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and as Plan trustee he determined that 
the transaction was appropriate for the 
Plan and in the Plan's best interest. 

Notice to Interested Persons: Because 
Mr. Tassock is the sole stockholder of 
the Employer and the sole participant in 
the Plan, it has been determined that 
there is no need to distribute the notice 
of proposed exemption to interested 
persons. Comments and requests for a 
public hearing are due 30 days after the 
publication of this notice in the Federal 
Register. 

For Further Information Contact: Gary 
H. Lefkowitz of the Department, 
telephone (202) 523-8881. (This is not a 
toll-free number.) 


Bass Investment Limited Partnership 
(the Partnership) Located in Fort Worth, 
Texas 


[Application No. D-5634] 
Proposed Exemption 


The Department is considering 
granting an exemption under the 
authority of section 408(a) of the Act 
and section 4975(c)(2) of the Code and in 
accordance with the procedures set 
forth in ERISA Procedure 75-1 (40 FR 
18471, April 28, 1975). If the exemption is 
granted the restrictions of section 406(a) 
of the Act and the sanctions resulting 
from the application of section 4975 of 
the Code, by reason of section 
4975(c)({1)(A) through (D) of the Code, by 
reason of section 4975(c)(1)(A) through 
(D) of the Code shall not apply, effective 
July 9, 1984, to the purchase or sale of 
‘securities between the Partnership and 
employee benefit plans (the Plans) with 
respect to which the Partnership is a 
party in interest, provided that the terms 
of the transactions are at least as 
favorable to the Plans as the terms 
generally available in arm’s-length 
transactions between unrelated parties. 
The Equitable Life Assurance Society 
(Equitable) is the limited partner in the 
Partnership. 

Effective Date: If granted, this 
exemption will be effective July 9, 1984. 


Summary of Facts and Representations 


1. Equitable is a mutual life insurance 
company organized under the laws of 
the State of New York. It is the third 
largest life insurance company in the 
United States, having total assets as of 
December 31, 1983, of approximately $44 
billion. Among the wide variety of 
insurance products and services it 
offers, Equitable provides funding, asset 
management and other services for 
thousands of employee benefit plans 
subject to the Act. 

Equitable maintains several pooled 
separate accounts in which pension, 
profit sharing and thrift plans 


participate, and has single customer 
separate accounts and direct investment 
advisory arrangements pursuant to 
which it or one of its affiliates manages 
all or a portion of the assets of a number 
of large plans. As well, Equitable has 
established a pension investment 
consulting service, EPIC, which provides 
generic investment advice, but no 
specific recommendations as to the 
retention of any particular asset 
manager or the purchase or sale of any 
particular investment on behalf of a 
plan. 

2. Equitable is currently attempting to 
diversify the range of investments in its 
general account portfolio and certain 
other portfolios to enhance the return on 
investments of these portfolios without 
significantly increasing their risk 
profiles. In this regard, Equitable has for 
many years been interested in investing 
in the high-risk, high-yield securities 
market. In this regard, Equitable, in 
conjunction with individuals and 
entities associated with Drexel Bumham 
Lambert, Inc. (Drexel) and Bass Brothers 
Enterprises (Bass Brothers) have formed 
the Partnership. The applicant 
represents that Equitable’s interest in 
the Partnership will be allocated to its 
general account and to Separate 
Account No. 9, its guaranteed contract 
separate account.® The applicant states 
that it is possible that in the future a 
part of Equitable’s limited partnership 
interest in the Partnership will be 
transferred to Equitable Variable Life 
Insurance Company (EVLICO), a 
wholly-owned subsidiary of Equitable. 

3. The Partnership was organized as a 
limited partnership under Texas law 
and commenced operations on July 9, 
1984. The duration of the Partnership 
will be approximately ten years, 


~ although the term of the Partnership 


may be extended upon the mutual 
consent of the partners. Equitable will 
also have the option of terminating the 
Partnership after three years and each 
year thereafter if the Partnership's 
investment performance has not 
satisfied certain minimum standards. 
Equitable (and to a certain extent, 
EVLICO) will hold a 90% equity interest 
in the Partnership as the sole limited 
partner. The remaining 10% equity 
interest will be held by BMA Limited 
parthership (BMA) which is comprised 
of individuals and entities from Bass 
Brothers and Drexel. Drexel is an 
international investment banking and 


6 Separate Account No. 9 is a “guaranteed 
contract separate account” maintained in 
connection with guaranteed investment contracts 
issued by Equitable. The applicant represents that 
the account satisfies certain requirements so that 
the assets in the account do not constitute plan 
assets. 
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securities firm with considerable 
experience in the high-risk, high-yield 
bond market, and Bass Brothers is an 
investment management group. BMA 
will be the general partner of the 
Partnership. Equitable will participate in 
70% of the profits of the partnership as a 
limited partner, and BMA will 
participate in the remaining 30%. 

4. The Partnership has a initial 
capitalization of approximately $500 
million, of which $300 million will be 
equity capital and $200 million will be 
non-recourse bank debt. Equitable, as 
the sole limited partner, will contribute 
$270 million of the initial equity capital 
and BMA will contribute $30 million. 
The funding of the loans to the 
Partnership will not involve assets held 
by the banks’ trust departments on 
behalf of employee benefit plans. 

5. BMA, as general partner of the 
Partnership, will have overall 
management responsibility for the 
investment of the Parthership’s assets. 
However, Equitable will possess some 
limited authority with respect to the 
partnership’s investments. In this regard, 
without Equitable’s prior approval, the 
investment of the Partnership's assets 
will be subject to several restrictions 
and limitations. Additionally, a senior 
investment professional from Equitable 
will consult with the general partner on 
a frequent and regular basis. The 
Parthership will also conduct quarterly 
meetings with Equitable to review 
investment activity and long-range 
strategies. 

6. The Partnership's investment 
objective will be to achieve long-term 
capital growth by investing in debt 
instruments which offer the opportunity 
for premium current return or significant 
capital appreciation. The Partnership 
will also invest in, but to a lesser extent, 
equity securities. The investment 
objective of the Partnership is premised 
in the belief that the “quoted” prices for 
the securities of a particular issuer may 
be depressed to a greater extent than 
warranted by the apparent financial 
condition of the issuer. For example, the 
Partnership may invest in debt securities 
that are in default or with respect to 
which issuers are not making required 
interest or sinking fund payments. 
Although such investments may involve 
substantial risk-taking by the 
Partnership, any potential investment 
risk will be offset by the Partnership's 
acquistion of investments at prices low 
enough to provide an adequate return on 
the investment even in the event of 
liquidation. The applicant estimates that 
the Market for these securities now 
totals approximately $40 billion (par 
value). 
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7. The applicant seeks an exemption 
to allow Plans to sell or purchase 
securities to or from the Partnership. 
Because Equitable owns a more than 
50% interest in the Partnership, the 
Partnership may be a party in interest 
with respect to Plans to which Equitable 
is a party in interest. Accordingly, the 
purchase or sale of securities between 
any such Plan and the Partnership may 
involve a violation of the prohibited 
transaction provisons of the Act. The 
applicant states that securities may be 
acquired by the Partnership from a 
nominee or a financial institution which 
is acting on behalf of another party, or 
from or through a broker/dealer making 
it virtually impossible to identify the 
party which is actually selling the 
securities.” 

8. With respect to sales of securities, a 
Plan may hold bonds issued by a 
company that is suffering severe 
financial hardship. Because the Plan 
may not want to continue to hold bonds 
that involve a high risk of default, the 
Plan may sell the bonds to the 
partnership. Such a transaction may be 
effected through a broker/dealer or 
through a privately-negotiated 
transaction. With regard to purchases of 
securities by Plans from the partnership, 
the applicant states that the investment 
by Plans in high-yield, high-risk 
investment opportunities, when 
consistent with the Plan's investment 
objectives and after appropriate 
considerations by Plan fiduciaries, may 
be appropriate and suitable Plan 
investments.® 

9. The applicant requests relief only 
from section 406(a) of the Act with 
respect to the transactions. In this 
regard, neither Equitable (and its 
affiliates) nor any other party affiliated 
with the Partnership will use any 
discretionary authority it may have with 
respect to a Plan to cause the Plan to 


7 The Conference Report accompanying the Act 
(House of Representatives Report No. 93-1280, 93d 
Congress 2d Session, pg. 307) states that, “in 
general, it is expected that a transaction will not be 
a prohibited transaction (under either the labor or 
tax provisions) if the transaction is an ordinary 
“blind” purchase or sale of securities through an 
exchange where neither buyer nor seller (nor the 
agent of either) knows the identity of the other party 
involved.” 

Accordingly, in this proposed exemption the 
Department is not proposing exemptive relief for 
such transactions. 

® The Department expresses no opinion herein 
whether a Plan's investment in securities acquired 
from the Partnership would be consistent with the 
Provisions of Part 4 of Title I of the Act. As well the 
department is not proposing relief herein for 
prohibited transactions which may result from the 
holding of securities by Plans after purchase thereof 
from the Partnership. In this regard, the holding of 
equity or debt securities by a Plan of a Plan sponsor 
or affiliate which is not statutorily exempt under the 
Act would not be provided relief by this exemption. 


engage in a transaction with the 
Partnership. The Applicant represents 
that any purchase or sale of securities 
between a Plan and the Partnership will 
be authorized by a fiduciary of the Plan 
who is totally unrelated to the 
Partnership, Equitable or any of their 
affiliates. Further, the applicant 
represents that with respect to Plans for 
which Equitable or an affiliate provides 
investment consulting services, no 
recommendations would be made that a 
Plan should or should not engage in a 
transaction with the Partnership. 

10. In summary, the applicant 
represents that the transactions satisfy 
the statutory criteria of section 408(a) of 
the Act as (1) fiduciaries totally 
unrelated and independent of Equitable, 
the Partnership or any of their affiliates 
will have sole and exclusive discretion 
with regard to a decision to engage in a 
transaction with the Partnership; (b) 
transactions with the Partnership may 
allow Plans to acquire and dispose of 
high-yield, high-risk securities when 
deemed appropriate; and (c) the Plans 
will deal with the Partnership on terms 
no less favorable to the Plans than those 
terms available with an unrelated party. 

For Further Information Contact; Mr. 
Daivd Stander of the Department, 
telephone (202) 523-8881. (This is not a 
toll-free number.) 


Mountain View Medical Clinic, Ltd.— 
Michael J. Lipson, M.D., Defined Benefit 
Pension Plan; Mountain View Medical 
Clinic, Ltd.—Genaro Licosati, M.D., 
Defined Benefit Pension Plan; Mountain 
View Medical Clinic, Ltd.—John W. 
Curtin, M.D.; Defined Benefit Pension 
Plan; Mountain View Medical Clinic, 
Ltd.—Donald M. Taylor, M.D., Defined 
Benefit Pension Plan; and Mountain 
View Medical Clinic, Ltd.—Char'es L. 
Levison, M.D., Defined Benefit Pension 
Plan (collectively, the Plans) Located in 
Phoenix, Arizona 


[Application No. D-5640} 
Proposed Exemption 


The Department is considering 
granting an exemption under the 
authority of section 408(a) of the Act 
and section 4975(c)(2) of the Code and in 
accordance with the procedures set 
forth in ERISA Procedure 75-1 (40 FR 
18471, April 28, 1975). If the exemption is 
granted the restrictions of section 408(a), 
406(b)(1) and (b)(2) of the Act and the 
sanctions resulting from the application 
of section 4975 of the Code, by reason of 
section 4975(c)(1)(A) through (E) of the 
Code shall not apply to the continued 
leasing by the Plans, beyond June 30, 
1984, of certain improved real property 
(the Property) in which the Plans own 
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undivided interests, to Mountain View 
Clinic, Ltd. (the Employer), a party in 
interest with respect to the Plans, 
provided that the terms of the 
transaction are no less favorable to the 
Plans then those obtainable in an arm's 
length transaction with an unrelated 
party. 

Effective Date: If granted, the 
exemption will be effective October 10, 
1984. 


Summary of Facts and Representations 


1. The Plans are defined benefit 
pension plans with one participant each. 
The combined assets of the Plans, as of 
January 31, 1984, were approximately 
$2,570,491. The trustee of each Plan and 
the person responsible for the 
investment of each Plan's assets is the 
sole participant in each Plan.® The 
Employer and sponsor of the Plans is an 
Arizona corporation in which each of 
the participants of the Plans owns a 20% 
interest. 

2. The Property was originally owned 
by the Mountain View Medical Clinic, 
Ltd. Employees Profit Sharing Plan (the 
Profit Sharing Plan) which was adopted 
October 28, 1968. The Profit Sharing Plan 
was terminated on August 24, 1979, and 
the assets of the Profit Sharing Plan 
were merged into the Mountain View 
Medical Clinic, Ltd. Restated Employees 
Retirement Plan (the Retirement Plan). 
The Retirement Plan was a money 
purchase pension plan which 
specifically provided for the 
maintenance of fully vested separate 
accounts with respect to the assets 
merged from the Profit Sharing Plan. In 
July, 1983, the Retirement Plan was 
terminated and merged into the 
Mountain View Medical Clinic, Ltd. 
Pension Plan (the Pension Plan). The 
Pension Plan was a defined benefit 
pension plan which was subsequently 
divided into five separate defined 
benefit pension plans (the Plans as 
defined herein) for the purpose of 
maintaining separate funding standard 
accounts and permitting independent 
investment discretion. Undivided 
interests in the assets of the Pension 
Plan were distributed to the Plans in the 
following percentages: 

(a) Mountain View Medical Clinic, 
Ltd.—Michael J. Lipson, M.D., Defined 
Benefit Pension Plan, 9% 


® The sponsor of the Plans and the sole 
participant and trustee of each Plan represent that 
new plans will be created for any employees of the 
Plan sponsor who become eligible to participate in a 
plan. No additional employees of the Employer will 
become participants in the five Plans requesting the 
exemption. 





(b) Mountain View Medical Clinic, . 
Ltd.—Genaro Licosati, M.D., Defined 
Benefit Pension Plan, 29% 

(c) Mountain View Medical Clinic, 
Ltd.—John W. Curtin, M.D., Defined 
Benefit Pension Plan, 24.5% 

(d) Mountain View Medical Clinic, 
Ltd.—Donald M. Taylor, M.D., Defined 
Benefit Pension Plan, 7% 

{e) Mountain View Medical Clinic, 
Ltd.—Charles L. Levison, M.D., Defined 
Benefit Pension Plan, 30.5% 

3. The Property is a parking lot which 
had been partially paved prior to July, 
1973, when it was leased by the 
Mountain View Medical Clinic, Ltd. 
Employees Profit Sharing Plan to the 
Employer pursuant to a written lease 
(the 1973 Lease} dated July 9, 1973 and 
expiring on July 8, 1978. The Property 
has been used continuously as a parking 
lot for employees and patients of the 
Employer. Under the 1973 Lease, the 
Employer was responsible for 
maintenance of the improvements, the 
payment of utility charges, taxes and 
assessments, and for maintaining public 
liability insurance in addition to paying 
monthly rental of $390. At the expiration 
of the 1973 Lease term on July 8, 1978, 
the parties orally agreed to extend the 
lease. In April, 1979, the portion of the 
Property which had been unpaved was 
paved at the Employer's expense. The 
Employer, which has continued to pay 
monthly rent of $390 and to perform its 
obligations under the lease in a timely 
manner, represents that the leasing 
arrangements were exempt, until June 
30, 1984, under section 414({c)(2) of the 
Act.?° 

4. The requested exemption would 
permit the Plans to continue, after June 
30, 1984, to lease the Property to the 
Employer. The Property consists of a 
21,008 square foot parcel located at the 
northeast corner of Indian School Road 
and 45th Place in Phoenix, Arizona. The 
Property has been appraised at $273,000 
as of July 27, 1984 by Wendell L. 
Montandon, M.A.L, an appraiser with 
Winius Montandon, Inc., 2302 East 
Magnolia St., Phoenix, Arizona, who 
stated that he has no personal interest 
or bias with respect to the Property or 
the parties involved. Mr. Montandon 
stated also that the fair market rental 
value of the Property, as of September 
17, 1984, was $30,030 per annum. The 
applicants state that based upon the fair 
market value of the assets of each Plan 
as of January 31, 1984, no Plan had an 
undivided interest in the Property which 


1° The Department expresses no opinion as to the 
applicability of section 414(c)(2) of the Act with 
respect to the leesing of the Property by the Plans to 
the Employer. 


constituted more than 16% of the assets 
of such Plan. 

5. The new lease (the Lease) is a triple 
net lease which was executed on 
October 10, 1984, and was made 
effective from July 1, 1984 through June 
30, 1994.!? The Lease may be renewed 
by the Employer, if it has not defaulted 
under the Lease, for three additional 
periods of five years each. The initial 
rent is $32,760 per year, payable in 
monthly installments of $2,730, 
representing a return to the Plan of 12% 
per annum on the fair market value of 
the Property as of September 17, 1984. 
The Lease requires adjustments to the 
rental rate on every fifth anniversary so 
that the rent will equal or exceed the 
fair market rental value of the Property 
as determined at that time by a qualified 
appraiser who is not related to the 
Employer or any of its principals. In no 
event, however, Will the rental rate be 
less than $2,730 per month. 

6. In summary, the applicants 
represent that the proposed transaction 
satisfy the criteria set forth in section 
408{a) of the Act because (a) the initial 
rent payable under the Lease exceeds 
the fair market rental value of the 
Property as determined by an unrelated 
M.A.L. appraiser; (b) the Lease requires 
adjustments to the rental rate on every 
fifth anniversary of the Lease so that the 
rent will equal or exceed the fair rental 
value of the Property as determined at 
the time by a qualified, unrelated 
appraiser; (c) the Plans will pay no 
expenses relating to the Property; and 
(d) the individuals who are the trustees 
and sole participants of each of the 
respective Plans believe the proposed 
transaction is in the best interest of the 
Plans and their beneficiaries. 

Notice to Interested Persons: Because 
each of the participants in these Plans is 
the sole participant in each Plan, it has 
been determined that there is no need to 
distribute the notice of proposed 
exemption to interested persons. 
Comments and requests for a public 
hearing are due 30 days after 
publication of the notice in the Federal 
Register. 

For Further Information Contact: 
Katherine D. Lewis of the Department, 
telephone (202) 523-8972. (This is not a 
toll-free number.) 


1! Since July 1, 1964, and until October 10, 1984, 
the Employer continued to pay rental to the Plan of 
$390 per month. As a condition of the exemption, 
the Employer represents that it will pay to the Plan 
the difference between the rental actually paid and 
the fair market rental value for the period between 
July 1, 1984 and October 10, 1984, in addition to 
paying, within 60 days from the date of a grant of an 
individual exemption by the Department, any excise 
taxes applicable under section 4975(a) of the Code 
for that period. 
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RWL Radiological Consultants, Inc. 
Pension Plan (the Pension Plan) and 
RWL Radiological Consultants, Inc. 
Retirement Plan (the Retirement Plan; 
Collectively, the Plans) Located in 
Texarkana, Arkansas 


[Application Nos. D-5707 and D-5708} 
Proposed Exemption 


The Department is considering 
granting an exemption under the 
authority of section 408(a) of the Act 
and section 4975(c)(2) of the Code and in 
accordance with the procedures set 
forth in ERISA Procedure 75-1 (40 FR 
18471, April 28, 1975). If the exemption is 
granted the restrictions of section 406(a), 
406(b)(1) and (b)(2).of the Act and the 
sanctions resulting from the application 
of section 4975 of the Code, by reasons 
of section 4975(c)(1)(A) through (E) of 
the Code shall not apply to the proposed 
sale of certain real property (the. 
Property) by the Plans to Dr. Ray W. 
Leavelle, a party in interest with respect 
to the Plans, for cash in an amount 
which is the greater of (1) the fair 
market value of the Property on the date 
of sale, or (2) the total cost of acquisition 
and holding the Property by the Plans 
through the date of sale. 


Summary of Facts and Representations 


1. The Pension Plan and the 
Retirement Plan are a money purchase 
plan and a defined benefit plan, 
respectively, each of which has three 
participants. As of August 31, 1983, the 
Plans had total combined assets of 
approximately $291,304. Dr. Ray W. 
Leavelle (Dr. Leavelle) is the trustee and 
decisionmaker with respect to the 
investments of both Plans, and is also 
the sole shareholder of RWL 
Radiological Associates, Inc. (the 
Employer). 

2. The Plans purchased the Property 
from an unrelated party on May 11, 1983, 
as an investment. The purchase price, 
which was $212,000, was paid in cash. 
There are no encumbrances on the 
Property. The Property is located in 
Little River County, Arkansas. The 
Property, which is in a rural area and is 
primarily farmland, consists of two 
tracts, one of which is a 459.56 acre 
unimproved tract and the other of which 
is a two-acre tract improved by a small 
house. The applicant represents that the 
Property has been held strictly for 
investment purposes and that no other 
use of any type has been or is being 
made of the Property since it has been 
held by the Plans. The applicant 
represents further that no costs have 
been incurred by the Plans and no 
income has been produced for the Plans 
while holding the Property. The Property 
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currently constitutes approximately 73% 
of the Plans’ assets based on its cost to 
the Plans. !2 

3. The Property was appraised on June 
5, 1984 by Mr. Jim Freeman, a fee 
appraiser since 1973 and an associate of 
P. M. Brown Realtors, Inc., Texarkana, 
Texas. Mr. Freeman and P. M. Brown 
Realtors, Inc. are independent of Dr. 
Leavelle and the Employer. Mr. Freeman 
determined the fair market value of the 
Property, as of June 4, 1984, to be 
$165,000. 

4. The application states that 
farmland in Arkansas has declined in 
value generally and is likely to continue 
to decline in value in the foreseeable 
future, and therefore that it would be in 
the best interest of the Plans to sell the 
Property and reinvest the proceeds in 
more profitable and secure investments. 
Dr. Leavelle has offered to purchase the 
Property from the Plans for the greater 
of $212,000 or the Plans’ total costs 
incurred in the acquisition of and 
holding of the Property. The Plans will 
incur no real estate commissions or fees 
in connection with the proposed sale. 
Dr. Leavelle, as the trustee of the Plan, 
represents that the purchase price will 
totally indemnify the Plans for any costs 
incurred relating to the Property and 
that the proposed sale is in the best 
interest of the Plans because the 
Property, which was purchased strictly 
as an investment, constitutes a large 
percentage of the Plans’ assets and has 
declined in value by 22% during the past 
year. 

5. In summary, the applicant 
represents that the proposed transaction 
meets the statutory criteria for an 
exemption under section 408(a) of the 
Act because: (a) the sale will be a one- 
time transaction for cash; (b) the 
Property will be sold at a price which 
ensures that the Plans will not sustain a 
loss on their investment and 
expenditures in connection with the 
acquisition and holding of the Property; 
(c) the Plans will not pay any real estate 
commissions or fees in connection with 
the proposed sale; (d) the proposed sale 
will enable the Plans to dispose of a 
non-income producing asset which has 
declined in value and to reinvest the 
proceeds of the sale in more liquid and 
secure investments; and (e) Dr. Leavelle, 
as the trustee of the Plans, represents 
that the proposed sale is in the best 
interest of the Plans and their 
participants and beneficiaries. 

For Further Information Contact: Ms. 
Katherine D. Lewis of the Department, 


12 In this proposed exemption the Department 
expresses no opinion as to whether the acquisition 
of the Property violated any provision of Part 4 of 
Title I of the Act. 


telephone (202) 523-8972. (This is not a 
toll-free number.) 


General Information 


The attention of interested persons is 
directed to the following: 

(1) The fact that a transaction is the 
subject of an exemption under section 
408(a) of the Act and/or section 
4975(c)(2) of the Code does not relieve a 
fiduciary or other party in interest or 
disqualified person from certain other 
provisions of the Act and/cr the Code, 
including any prohibited transaction 
provisions to which the exemption does 
not apply and the general fiduciary 
responsibility provisions of section 404 
of the Act, which among other things 
require a fiduciary to discharge his 
duties respecting the plan solely in the 
interest of the participants and 
beneficiaries of the plan and in a 
prudent fashion in accordance with 
section 404(a)(1)(B) of the Act; nor does 
it affect the requirement of section 
401(a)-of the Code that the plan must 
operate for the exclusive benefit of the 
employees of the employer maintaining 
the plan and their beneficiaries; 

(2) Before an exemption may be 
granted under section 408(a) of the Act 
and/or section 4975(c)(2) of the Code, 
the Department must find that the 
exemption is administratively feasible, 
in the interests of the plan and of its 
participants and beneficiaries and 
protective of the rights of participants 
and bneneficiaries of the plan; and 

(3) The proposed exemptions, if 
granted, will be supplemental to, and 
not in derogation of, any other 
provisions of the Act and/or the Code, 
including statutory or administrative 
exemptions and transitional rules. 
Furthermore, the fact that a transaction 
is subject to an administrative or 
statutory exemption is not dispositive of 
whether the transaction is in fact a 
prohibited transaction. 

(4) The proposed exemptions, if 
granted, will be subject to the express 
condition that the material facts and 
representations contained in each 
application are true and complete, and 
that each application accurately 
describes all material terms of the 
transaction which is the subject of the 
exemption. 


Signed at Washington, D.C., this 19th day 
of November, 1984. 
Elliot I. Daniel, 
Acting Assistant Administrator for 
Regulations and Interpretations, Office of 
Pension and Welfare Benefit Programs, U.S. 
Department of Labor. 


{FR Doc. 84-30734 Filed 11-21-84; 8:45 am) 
BILLING CODE 4510-20-M 
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NATIONAL FOUNDATION ON THE 
ARTS AND THE HUMANITIES 


Music Advisory Panel Meeting 


Pursuant to section 10(a)(2) of the 
Federal Advisory Committee Act (Pub. 
L. 92-463), as amended, notice is hereby 
given that a meeting of the Music 
Advisory Panel (Orchestra Section) to 
the National Council on the Arts will be 
held on December 3, 1984, from 9:00 a.m. 
to 6:00 p.m., December 4-5, 1984, from 
9:00 a.m. to 9:30 p.m., and December 6, 
1984 from 9:00 a.m. to 5:00 p.m. in Room 
M-14 of the Nancy Hanks Center, 1100 
Pennsylvania Avenue, NW., 
Washington, D.C. 20506. 

A portion of this meeting will be open 
to the public on December 6, 1984, from 
10:30 a.m. to 12:30 p.m., to discuss policy 
and guidelines. 

The remaining sessions of the meeting 
on December 3, 1984, 9:00 a.m. to 6:00 
p.m., December 4-5, 1984, from 9:00 a.m. 
to 9:30 p.m., December 6, 1984 from 9:00 
a.m. to 10:30 a.m. and December 6, 1984, 
from 12:30 p.m. to 5:00 p.m. are for the 
purpose of Panel review, discussion, 
evaluation, and recommendation on 
applications for financial assistance 
under the National Foundation on the 
Arts and the Humanities Act of 1985, as 
amended, including discussion of 
information given in confidence to the 
agency by grant applicants. In 
accordance with the determination of 
the Chairman published in the Federal 
Register of February 13, 1980, these 
sessions will be closed to the public 
pursuant to subsections (c) (4), (6), and 
9(b) of section 552b of Title 5, United 
States Code. 

Further information with reference to 
this meeting can be obtained from Mr. 
John H. Clark, Advisory Committee 
Management Officer, National 
Endowment for the Arts, Washington, 
D.C. 20506, or call (202) 634-6070. 

Dated: November 15, 1984. 

John H. Clark, 


Director, Office of Council and Panel 
Operations, National Endowment for the Arts. 


(FR Doc. 84-30661 Filed 21-22-84; 8:45 am] 
BILLING CODE 7537-01-M 


NATIONAL ENDOWMENT FOR THE 
ARTS AND THE HUMANITIES 


Design Arts Advisory Panel 
(Fellowships Section); Meeting 


Correction 


In FR Doc. 84-30324 beginning on page 
45821 in the issue of Tuesday, November 
20, 1984, make the following correction 
to the heading of the document in the 





first column of page 45821: Remove 
“Chapter VI—Office of Postsecondary 
Education, Department of Education” 
and insert in its place the agency name 
as set forth above. 


BILLING CODE 1505-01-M 


OFFICE OF THE UNITED STATES 
TRADE REPRESENTATIVE 


identification of Tariff and Nontariff 
Barriers to (or Other Distortions of) 
Trade in United States Wine; Public 
Comments 


AGENCY: Office of the United States 
Trade Representative, Executive Office 
of the President. 

ACTION: Notice requesting written 
comments. 


summary: The Office of the United 
States Trade Representative (“USTR”) is 
soliciting written comments on the 
status of trade in United States wine 
from representatives of the wine and 
grape products industries in the United 
States. 

The Trade and Tariff Act of 1984 (the 
“Act”) was signed into law on October 
30, 1984. Title IX of that Act, the Wine 
Equity and Expansion Act of 1984, 
provides USTR with specific 
responsibilities to respond to problems 
that Congress has found are facing the 
U.S. wine industry. Among these 
responsibilities are: (1) the designation 
of major wine trading countries and (2) 
the development and coordination of 
reports on wine trade. 

Section 906 of the Act provides that 
USTR must consult with representatives 
of the wine and grape products 
industries in the United States before (1) 
identifying tariff barriers and nontariff 
barriers to (or other distortions of) trade 
in United States wine and designating 
major wine trading countries and (2) 
developing reports on wine trade. 

Consultation is additionally required 
with respect to appropriate Presidential 
action under the Trade Act of 1974. Such 
consultation with be pursued at the 
appropriate time after the completion of 
reports pursuant to Section 905. 

In order to begin the consultation 
process required by section 906 before 
identifying tariff barriers and nontariff 
barriers to (or other distortions of) trade 
in United States wine and designating 
major wine trading countries, USTR 
seeks written comments from 
representatives of the wine and grape 
products industries in the United States. 
Such comments should contain the 
views of industry representatives on the 
status of U.S. wine in international trade 
supported by specific information 


regarding any tariff or nontariff barriers 
(or other distortions of trade) of which 
industry representatives are aware that 
affect the trade of U.S.-wine. 

DATE: Written comments should be 
received by December 15, 1984. Twenty 
copies of the submission must be 
provided. 

ADDRESS: Written coments should be 
submitted to Carolyn Frank, (Secretary, 
Trade Policy Staff Committee), Office of 
the United States Trade Representative, 
Room 500, 600 17th Street, NW., 
Washington, D.C. 20506, (202) 395-3487. 
FOR FURTHER INFORMATION CONTACT: 


Ellen Terpstra, (Advisor to the Assistant 
U.S. Trade Representative for 
Agricultural Affairs and Commodity 
Policy), Office of the United States 
Trade Representative, Room 223, 600 
17th Street, NW., Washington, D.C. 
20506, (202) 395-5006. 

Alexander Platt (Associate General 
Counsel), Office of the United States 
Trade Representative, Room 423, 600 
17th Street, NW., Washington, D.C. 
20506, (202) 395-7305. 

Dated: November 19, 1984. 

Frederick L. Montgomery, 

Chairman, Trade Policy Staff Committee. 

(FR Doc. 8430720 Filed 11-21-84; 8:45 am] 

BILLING CODE 3190-01-M 


POSTAL SERVICE 


Domestic Mail Classification Schedule 
Changes for Special Fourth Class Mail 


On May 18, 1984, the Postal Service 
filed, pursuant to Chapter 36, Title 39, 
United States Code, a request with the 
Postal Rate Commission for 
recommended decisions on changes to 
the Domestic Mail Classification 
Schedule to permit computer-readable 
media containing prerecorded 
information, and books containing at 
least eight printed pages to be mailed as 
special fourth-class mail. An 
explanation and an invitation to 
participate in Commission Docket No. 
MC84-1 was published in the Federal 
Register by the Postal Rate Commission 
on June 5, 1984 (49 FR 23265~-66). 

On October 23, 1984, the Postal Rate 
Commission issued an Opinion and 
Recommended Decision in Docket No. 
MC84-1. The Commission recommended 
adoption of a settlement by the parties, 


‘which followed the Postal Service 


proposal with one minor modification to 
allow guides or scripts prepared solely 
for use with computer-readable media 
containing prerecorded information to 
be mailed as special fourth-class mail. 
On November 14, 1984, the Governors 
of the Postal Service decided to approve 
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the Commission's recommended 
decision, and to order the recommended 
changes into effect on a permanent 
basis, pursuant to 39 U.S.C. 3625. The 
Board of Governors concurrently 
determined that these changes would 
become effective at 12:01 a.m. on 
November 25, 1984. (The Governors’ 
Decision, the Record of the 
Commission's hearings, and the 
Commission’s Recommended Decision 
may be purchased from the 
Superintendent of Documents, U.S. 


_ Government Printing Office, 


Washington, D.C. 20402. The Governor's 
Decision and the Commission's Opinion 
and Recommended Decision are 
available for inspection in the Library at 
Headquarters, United States Postal 
Service, 475 L’Enfant Plaza West, SW., 
Washington, D.C. 20260-1641.) 

In accordance with these actions by 
the Governors and the Board of 
Governors, the Postal Service hereby 
gives notice that the following 
classification changes become effective 
at 12:01 a.m., November 15, 1984. 

1. Section 400.021(a) of the Domestic 
Mail Classification Schedule has been 
fully revised to read as follows: 

a. Books, including books issued to 
supplement other books, of at least 8 printed 
pages, consisting wholly of reading matter or 
scholarly bibliography or reading matter with 
incidental blank spaces for notation, and 
containing no advertising matter other than 
incidental announcements of books; 


2. A new section 400.021(j) of the 
Domestic Mail Classification Schedule 
is added to read as follows: 

j. Computer-readable media containing 
prerecorded information and guides or scripts 
prepared solely for use with such media. 

(39 U.S.C. 3625) 

W. Allen Sanders, 

Associate General Counsel, Office of General 
Law and Administration. 

(FR Doc. 64-30752 Filed 11-21-84; 8:45 am] 

BILLING CODE 7710-12-4 


SECURITIES AND EXCHANGE 
COMMISSION 


Form Under Review by Office of 
Management and Budget 


Agency Clearance Officer: Kenneth A. 
Fogash, (202) 272-2142. 

Upon Written Request Copy Available 
from: Securities and Exchange 
Commission, Office of Consumer 
Affairs, Washington, D.C. 20549. 


Extension of Approval 
Rule 62 
No. 270-166 
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Notice is hereby given that pursuant 
to the Paperwork Reduction Act of 1980 
(44 U.S.C. 3501 et seg.}, the Securities 
and Exchange Commission has 
submitted for extension of OMB 
approval Rule 62 (17 CFR 250.62) under 
the Public Utility Holding Company Act 
of 1935 (15 U.S.C. 79 et seg.) which 
generally prohibits the solicitation of 
authorization, regarding any security of 
a regulated company in connection with 
any reorganization subject to 
Commission approval. 

Submit comments to OMB Desk 
Officer: Ms. Katie Lewin, (202) 395-7231, 
Office of Information and Regulatory 
Affairs, Room 3235 NEOB, Washington, 
D.C. 20503. 

Shirley E. Hollis, 

Acting Secretary. 

November 9, 1984. 

(FR Doc. 84-30673 Filed 11-21-84; 8:45 am} 
BILLING CODE 8010-01-M 


Form Under Review by Office of 
Management and Budget 


Agency Clearance Officer: Kenneth A. 
Fogash, (202) 272-2142. 

Upon Written Request Copy Available 
from: Securities and Exchange 7 
Commission Office of Consumer Affairs, 
Washington, D.C. 20549. 

Extension of Approval 
Family of Form U-1 
No. 270-128 

Notice is hereby given that, pursuant 
to the Paperwork Reduction Act of 1980 
(44 U.S.C. 3501 et seq.)}, the Securities 
and Exchange Commission has 
submitted for extension of OMB 
approval Form U-1 (17 CFR 250.101; 
250.20(c)(e)) under the Public Utility 
Holding Company Act of 1935 (15 U.S.C. 
79 et seq.) which generally provides for 
the legal record upon which most 
determinations are made pursuant to the 
Public Utility Holding Company Act of 
1935. 

Submit comments to OMB Desk 
Officer: Ms. Katie Lewin, (202) 395-7231, 
Office of Information and Regulatory 
Affairs, Room 3235 NEOB, Washington, 
D.C. 20503. 

Shirely E. Hollis, 

Acting Secretary. 

November 9, 1984. 

[FR Doc. 84-30674 Filed 11-21-84, 8:45 am} 
BILLING CODE 8010-01-M 


Form Under Review by Office of 
Management and Budget 

Agency Clearance Officer: Kenneth A. 
Fogash, (202) 272-2142. 

Upon Written Request Copy Available 
from: Securities and Exchange 


Commission, Office of Consumer 
Affairs, Washington, D.C. 20549. 
Extension of Approval 
Rule 26 
No. 270-78 

Notice is hereby given that, pursuant 
to the Paperwork Reduction Act of 1980 
(44 U.S.C. 3501 et seq.), the Securities 
and Exchange Commission has 
submitted for extension of OMB 
approval Rule 26 (17 CFR 250.26) under 
the Public Utility Holding Company Act 
of 1935 (15 U.S.C. 79 et seq.) which 
generally requires that registered 
holding companies and their 
subsidiaries shall conform to the 
requirements of Regulation S—X (17 CFR 
Part 210), shall make and keep variable 
books, accounts, and records, and that 
every registered system shall identify in 
its Form U5S (17 CFR 5S) the chart of 
accounts used by it for each subsidiary. 

Submit comments to OMB Desk 
Officer: Ms. Katie Lewin, (202) 395-7231, 
Office of Information and Regulatory 
Affairs, Room 3235, Washington, D.C. 
20503. 


Shirley E. Hollis, 

Acting Secretary. 

November 9, 1984. 

(FR Doc. 84-30679 Filed 11-21-84; 8:45 am} 
BILLING CODE 6010-02-4 


Form Under Review by Office of 
Management and Budget 


Agency Clearance Officer: Kenneth A. 
Fogash (202) 272-2142. 

Upon Written Request Copy Available 
from: Securities and Exchange 
Commission, Office of Consumer 
Affairs, Washington, D.C. 20549. 
Extension of Approval 
Rule 29 
No. 270-169 

Notice is hereby given that, pursuant 
to the Paperwork Reduction Act of 1980 
(44 U.S.C. 3501 et seq.), the Securities 
and Exchange Commission has 
submitted for extension of OMB 
approval Rule 29 (17 CFR 250.29) under 
the Public Utility Holding Company Act 
of 1935 (15 U.S.C. 79 et seq.) which 
generally requires that reports made to 
stockholders and state commissions 
must be filed with the Commission. 

Submit comments to OMB Desk 
Officer: Ms. Katie Lewin (202) 395-7231, 
Office of Information and Regulatory 
Affairs, Room 3235 NEDB, Washington, 
D.C. 205083. 

Shirley E. Hollis, 

Acting Secretary. 

November 9, 1984. 

[FR Doc. 84-30676 Filed 11-21-84 8:45 am} 
SLING CODE 9010-01-44 


Form Under Review by Office of 
Management and Budget 


Agency Clearance Officer: Kenneth A. 
Fogash, (202) 272-2142. 

Upon Written Request Copy Available 
from: Securities and Exchange 
Commission, Office of Consumer 
Affairs, Washington, D.C. 20549. 


Extension of Approval 
Rule 95 
No. 270-74 


Notice is hereby given that, pursuant 
to the Paperwork Reduction Act of 1980 
(44 U.S.C. 3501 et seqg.}, the Securities 
and Exchange Commission has 
submitted for extension of OMB 
approval Rule 95 (17 CFR 205.95) under 
the Public Utility Holding Company Act 
of 1935 (15 U.S.C. 79 et seq.) which 
generally requires affiliated and 
nonaffiliated service companies to 
disclose service, sales and construction 
contracts with registered holding 
companies. 

Submit comments to OMB Desk 
Officer: Ms. Katie Lewin, (202) 395-7231, 
Office of Information and Regulatory 
Affairs, Room 3235 NEOB, Washington, 
D.C. 20503. 

Shirley E. Hollis, 

Acting Secretary. 

November 9, 1984. 

[FR Doc. 8&-30877 Filed 21-21-84; 8:45 am] 
BILLING CODE 8010-01-M 


Form Under Review by Office of 
Management and Budget 


Agency Clearance Officer: Kenneth A. 
Fogash, (202) 272-2142. 

Upen Written Request Copy Available 
from: Securities and Exchange 
Commission, Office of Consumer 
Affairs, Washington, D.C. 20549. 


Extension of Approval 
Rule 1{a){b) 
No. 270-168 

Notice is hereby given that, pursuant 
to the Paperwork Reduction Act of 1980 
(44 U.S.C. 3501 et seq.], the Securities 
and Exchange Commission has 
submitted for extension of OMB 
approval Rule 1(a)(b) (17 CFR 
205.1(a)(b)) under the Public Utility 
Holding Company Act of 1935 (15 U.S.C. 
79 et seq.) which generally requires 
filing of a notification of registration 
with the Commission of any holding 
company or any person proposing to 
become a holding company and a 
statement of registration, within a 
reasonable time after filinp 

Submit comments to Ol Desk 
Officer: Ms. Katie Lewin, (202) 395-7231, 
Office of Information and Regulatory 





46224 


Affairs, Room 3235 NEOB, Washington, 
D.C. 20503. 

Shirley E. Hollis, 

Acting Secretary. 

November 9, 1984. 

(FR Doc. 84-30678 Filed 11-21-84; 8:45 am} 

BILLING CODE 8010-01-M 


Form Under Review by Office of 
Management and Budget 


Agency Clearance Officer: Kenneth A. 
Fogash, (202) 272-2142. 

Upon Written request Copy Available 
from: Securities and Exchange 
Commission, Office of Consumer 
Affairs, Washington, D.C. 20549. 


Extension of Approval 
Rule 7(d) 
No. 270-75 

Notice is hereby given that pursuant 
to the Paperwork Reduction Act of 1980 
(44 U.S.C. 3501 et seg.), the Securities 
and Exchange Commission has 
submitted for extension of OMB 
approval Rule 7(d) (17 CFR 250.7) under 
the Public Utility Holding Company Act 
of 1935 (15 U.S.C. 79 et seg.) which 
generally requires companies that lease 
certain properties to registered holding 
companies to certify their status for 
exemption purposes. 

Submit comments to OMB Dest 
Officer: Ms. Katie Lewin, (202) 395-7231, 
Office of Information and Regulatory 
Affairs, Room 3235 NEOB, Washington, 
D.C. 20503. 

Shirley E. Hollis, 

Acting Secretary. 

November 9, 1984. 

{FR Doc. 84-30679 Filed 11-21-84; 8:45 am} 
BILLING CODE 8010-01-M 


Form Under Review by Office of 
Management and Budget 


Agency Clearance Officer: Kenneth A. 
Fogash (202) 272-2142. 

Upon Written Request Copy Available 
from: Securities and Exchange 
Commission, Office of Consumer 
Affairs, Washington, D.C. 20549. 


Extension of Approval 
Rule 45 
No. 270-164 

Notice is hereby given that pursuant 
to the Paperwork Reduction Act of 1980 
(44 U.S.C. 3501 et seg.), the Securities 
and Exchange Commission has 
submitted for extension of OMB 
approval Rule 45 (17 CFR 250.45) under 
the Public Utility Holding Company Act 
of 1935 (15 U.S.C. 79 et seg.) which 
generally requires Commission approval 
of all intra-system loans or extensions of 
credit. 


Submit comments to OMB Desk 
Officer: Ms. Katie Lewin (202) 395-7231, 
Office of Information and Regulatory 
Affairs, Room 3235 NEOB, Washington, 
D.C. 20503. 

Shirley E. Hollis, 

Acting Secretary. 

November 9, 1984. 

[FR Doc. 64-3060 Filed 11-21-84; 8:45 am] 
BILLING CODE 8010-01-M 


Form Under Review by Office of 
Management and Budget 


Agency Clearance Office: Kenneth A. 
Fogash, (202) 272-2142. 

Upon Written Request Copy Available 
from: Securities and Exchange . 
Commission, Office of Consumer 
Affairs, Washington, D.C. 20549. 
Extension of Approval 
Form U-13-60 
No. 270-79 

Notice is hereby given that pursant to 
the Paperwork Reduction Act of 1980 (44 
U.S.C. 3501 et seq.), the Securities and 
Exchange Commission has submitted for 
extension of OMB approval Form U-13- 
60 (17 CFR 250.93, 256(a)) under the 
Public Utility Holding Company Act of 
1935 (15 U.S.C. 79 et seg.) which 
generally requires uniformity of 
accounting systems and record retention 
by service companies. 

Submit comments to OMB Desk 
Officer: Ms. Katie Lewin, (202) 395-7231, 
Office of Information and Regulatory 
Affairs, Room 3235 NEOB, Washington, 
D.C. 20503. 

Shirley E. Hollis, 

Acting Secretary. 

November 9, 1984. 

[FR Doc. 84-30681 Filed 11-21-84; 8:45 am] 
BILLING CODE 6010-01-M 


Form Under Review by Officer of 
Management and Budget 


Agency Clearance Office: Kenneth A. 
Fogash, (202) 272-2142. 

Upon Written Request Copy Available 
from: Securities and Exchange 
Commission, Office of Consumer 
Affairs, Washington, D.C. 20549. 
Extension of Approval 
Rule 44 
No. 270-162 

Notice is hereby given that pursuant 
to the Paperwork Reduction Act of 1980 
(44 U.S.C. 3501 et seq.), the Securities 
and Exchange Commission has 
submitted for extension of OMB 
approval Rule 44 (17 CFR 250.44) under 
the Public Utility Holding Company Act 
of 1935 (15 U.S.C. 79 et seg.) which 
generally prohibits sales of utility 
securities or any utility assets owned by 
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a registered holding company, except 
pursuant to a declaration notifying the 
Commission of such sale. 

Submit comments to OMB Desk 
Officer: Ms. Katie Lewin, (202) 395-7231, 
Office of Information and Regulatory 
Affairs, Room 3235 NEOB, Washington 
D.C. 20503. 

Shirley E. Hollis, 

Acting Secretary. 

November 9, 1984. 

[FR Doc. 84-30682 Filed 11-21-84; 8:45 am] 
BILLING CODE 8010-01-M 


Form Under Review by Office of 
Management and Budget 


Agency Clearance Officer: Kenneth A. 
Fogash, (202) 272-2142. 

Upon Written Request Copy Available 
from: Securities and Exchange 
Commission, Office of Consumer 
Affairs, Washington, D.C. 20549. 


Extension of Approval 
Rule 3 
No. 270-77 

Notice is hereby given that pursuant 
to the Paperwork Reduction Act of 1980 
(44 U.S.C. 3501 et seq.), the Securities 
and Exchange Commission has 
submitted for extension of OMB 
approval Rule 3 (17 CFR 250.3) under the 
Public Utility Holding Company Act of 
1935 (15 U.S.C. 79 et seg.) which 
generally permits a bank which is also a 
public utility holding company to claim 
exemption from the Public Utility 
Company Act of 1935. 

Submit comments to OMB Desk 
Officer: Ms. Katie Lewin, (202) 395-7231, 
Office of Information and Regulatory 
Affairs, Room 3235 NEOB, Washington, 
D.C. 20503. 

Shirley E. Hollis, 

Acting Secretary. 

November 9, 1984. 

[FR Doc. 84~30683 Filed 11-21-84; 8:45 am] 
BILLING CODE 8010-01-M 


Form Under Review by Office of 
Management and Budget 


Agency Clearance Officer: Kenneth A. 
Fogash, (202) 272-2142. 

Upon Written Request Copy Available 
from: Securities and Exchange 
Commission, Office of Consumer 
Affairs, Washington, D.C. 20549. 


Extension of Approval 
Form U-6B-2 
No. 270-81 

Noiice is hereby given that pursuant 
to the Paperwork Reduction Act of 1980 
(44 U.S.C. 3501 et seg.), the Securities 
and Exchange Commission has 
submitted for extension of OMB 
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approval Form U-6B-2 (17 CFR 250.20(d) 
and 250.47(b)) under the Public Utility 
Holding Company Act of 1935 (15 U.S.C. 
79 et seq.) which generally is necessary 
to provide basic information relating to 
securities issued, sold, reissued or 
guaranteed pursuant to an exemption 
from Section 6(a) of the Act. 

Submit comments to OMB Desk 
Officer: Ms. Katie Lewin, (202) 395-7231, 
Office of Information and Regulatory 
Affairs, Room 3235 NEOB, Washington, 
D.C. 20503. 

Shirley E. Hollis, 

Acting Secretary. 

November 9, 1984. 

[FR Doc. 84~30684 Filed 11-21-84; 8:45 am] 
BILLING CODE 8010-01-M 


Form Under Review by Office of 
Management and Budget 


Agency Clearance Officer: Kenneth A. 
Fogash, (202) 272-2142. 

Upon Written Request Copy Available 
from: Securities and Exchange 
Commission, Office of Consumer 
Affairs, Washington, D.C. 20549. 
Extension of Approval 
Rule 88 
No. 270-80 

Notice is hereby given that pursuant 
to the Paperwork Reduction Act of 1980 
(44 U.S.C. 3501 et seq.), the Securities 
and Exchange Commission has 
submitted for extension of OMB 
approval Rule 88 (17 CFR 250.88) under 
the Public Utility Holding Company Act 
of 1935 (15 U.S.C. 79 et seg.) which 
generally requires mutual or subsidiary 
service companies to file their capital 
structure, services rendered, method of 
allocation and organizational structure. 

Submit comments to OMB Desk 
Officer: Ms. Katie Lewin, (202) 395-7231, 
Office of Information and Regulatory 
Affairs, Room 3235 NEOB, Washington, 
D.C. 20503. 

Shirley E. Hollis, 

Acting Secretary. 

November 9, 1984. 

(FR Doc. 84-30685 Filed 11-21-84; 8:45 am] 
BILLING CODE 8010-01-M 


Form Under Review by Office of 
Management and Budget 


Agency Clearance Officer: Kenneth A. 
Fogash, (202) 272-2142. 

Upon Written Request Copy Available 
from: Securities and Exchange 
Commission, Office of Consumer 
Affairs, Washington, D.C. 20549. 
Extension of Approval 
Rule 83 
No. 270-82 


Notice is hereby given that pursuant 
to the Paperwork Reduction Act of 1980 
(44 U.S.C. 3501 et seq.), the Securities 
and Exchange Commission has 
submitted for extension of OMB 
approval Rule 83 (17 CFR 250.83) under 
the Public Utility Holding Company Act 
of 1935 (15 U.S.C. 79 et seg.) which 
generally requires regulated subsidiaries 
to file for an exemption from certain 
provisions of the Public Utility Holding 
Company Act of 1935 when dealing with 
foreign affiliates. 

Submit comments to OMB Desk 
Officer: Ms. Katie Lewin, (202) 395-7231, 
Office of Information and Regulatory 
Affairs, Room 3235 NEOB, Washington, 
D.C. 20503. 

Shirley E. Hollis, 

Acting Secretary. 

[FR Doc. 84-30686 Filed 11-21-84; 8:45 am] 
BILLING CODE 8010-01-M 


Form Under Review by Office of 
Management and Budget 


Agency Clearance Officer: Kenneth A. 
Fogash, (202) 272-2142. 

Upon Written Request Copy Available 
from: Securities and Exchange 
Commission, Office of Consumer 
Affairs, Washington, D.C. 20549. 
Extension of Approval 
Rule 2 
No. 270-83 

Notice is hereby given that pursuant 
to the Paperwork Reduction Act of 1980 
(44 U.S.C. 3501 et seqg.), the Securities 
and Exchange Commission has 
submitted for extension of OMB 
approval Rule 2 (17 CFR 250.2) under the 
Public Utility Holding Company Act of 
1935 (15 U.S.C. 79 et seq.) which 
generally permits a public utility holding 
company to claim exemption from the 
Public Utility Holding Company Act of 
1935. 

Submit comments to OMB Desk 
Officer: Ms. Katie Lewin, (202) 395-7231, 
Office of Information and Regulatory 
Affairs, Room 3235 NEOB, Washington, 
D.C. 20503. 

Shirley E. Hollis, 
Acting Secretary. 
November 9, 1984. 


{FR Doc. 84-30687 Filed 11-21-84; 8:45 am] 


BILLING CODE 8010-01-4 


From Under Review by Office of 
Management and Budget 


Agency Clearance Officer: Kenneth A. 
Fogash, (202) 272-2142. 

Upon Written Request Copy Available 
from: Securities and Exchange 
Commission, Office of Consumer 
Affairs, Washington, D.C. 20549. 


Extension of Approval 
Rule 71 
No. 270-161 


Notice is hereby given that pursuant 
to the Paperwork Reduction Act of 1980 
(44 U.S.C. 3501 et seg.), the Securities 
and Exchange Commission has 
submitted for extension of OMB 
approval Rule 71 (17 CFR 250.71(a)(b)) 
under the Public Utility Holding 
Company Act of 1935 (15 U.S.C. 79 et 
seq.) which generally requires that any 
person employed or retained by a 
regulated company file a statement with 
the Commission before presenting, 
advocating or opposing any matter 
affecting a regulated company, before 
Congress, the Commission and the 
Federal! Power Commission (now the 
Federal Energy Regulatory Commission). 

Submit comments to OMB Desk 
Officer: Ms. Katie Lewin, (202) 395-7231, 
Office of Information and Regulatory 
Affairs, Room 3235 NEOB, Washington, 
D.C. 20503. 

Shirley E. Hollis, 

Acting Secretary. 

November 9, 1984. 

[FR Doc. 84-30688 Filed 11-21-84; 8:45am] 
BILLING CODE 8010-01-M 


Form Under Review by Office of 
Management and Budget 


Agency Clearance Officer: Kenneth A. 
Fogash, (202) 272-2142. 

Upon Written Request Copy Available 
from: Securities and Exchange 
Commission, Office of Consumer 
Affairs, Washington, D.C. 20549. 


Extension of Approval 
Rule 42 
No. 270-163 


Notice is hereby given that pursuant 
to the Paperwork Reduction Act of 1980 
(44 U.S.C. 3501 et seq.), the Securities 
and Exchange Commission has 
submitted for extension of OMB 
approval Rule 42 (17 CFR 250.42) under 
the Public Utility Holding Company Act 
of 1935 (15 U.S.C. 79 et seg.) which 
generally prohibits registered holding 
companies or subsidiaries thereof from 
acquiring, retiring, or redeeming 
securities of which it is the issuer unless 
authorized by Commission order. 

Submit comments to OMB Desk 
Officer: Ms. Katie Lewin, (202) 395-7231, 
Office of Information and Regulatory 





Affairs, Room 3235 NEOB, Washington, 
D.C. 20503. 

Shirley E. Hollis, 

Acting Secretary. 

November 9, 1984. 

[FR Doc. 64-30889 Filed 11-21-84; 845 am] 

BILLING CODE 8010-01-M 


Consolidated Natural Gas Co., et al.; 
Proposal by Associated Companies To 
Transfer Oil and Gas Properties 


In the matter of Consolidated Natural Gas 
Company; 100 Broadway, New York, New 
York, 10005; CNG Development Company, 
One Park Ridge Center, P.O. Box 15746, 
Pittsburgh, Pennsylvania, 15244; The Peoples 
Natural Gas Company, Two Gateway Center, 
Pittsburgh, Pennsylvania, 15222. 


[Release No. 23481; 70-6791] 


November 16, 1984. 

Consolidated Natural Gas Company 
(“CNG”), a registered holding company 
and its subsidiaries, CNG Deveopment 
Company (“CNGD”) and the The 
Peoples Natural Gas Company 
(“Peoples”), have filed with this 
Commission post-effective amendments 
to its proposal under Sections 6{a), 7, 
9(a), 10, 12(c) and (f), and 13(b) of the 
Public Utility Holding Company Act of 
1935 (“Act”), and Rules 43, 49(d), 86, 87, 
90 and 91 thereunder. 

CNGD was organized to engage in oil 
and natural gas exploration in the 
Applachian Region (HCAR No. 22845, 
February 7, 1983). For that purpose, and 
by post-effective amendment the 
applicants-declarants seek authority for 
CNGD to acquire approximately 143,000 
acres of unoperated oil and gas 
leasehold and fee properties from 
Peoples. 

On May 31, 1984, CNG, CNGD and 
Peoples entered into an agreement 
whereby Peoples would transfer as a 
dividend-in-kind to CNG all of its right, 
title and interest in the subject oil and 
gas properties, and CNG would 
subsequently transfer such properties to 
CNGD in return for common stock of 
CNGD, as follows: 

First, Peoples proposes to transfer to 
CNG as a dividend-in-kind all of its 
right, title and interest in said properties, 
based on the net book value therof as of 
May 31, 1984, estimated to be $735,368. 
Simultaneously, CNG will transfer the 
same properties to CNGD in 
consideration for CNGD common stock, 
$100 par value, at par. CNGD will also 
issue to CNG as part of the transaction, 
additional shares, including any fraction 
thereof, for cash so as to round the 
aggregate number of shares being issued 
up to the nearest ten. Thus an aggregate 
of 7,353 shares, having a total par value 
of $735,300, will have been issued based 


on the May 31, 1984 net book value. Any 
amount paid by CNG in excess over the 
exact net book value of the properties 
($68,00 at May 31, 1984) will be an 
addition to the working capital of 
CNGD. 

The proposal and amendments thereto 
are available for public inspection 
through the Commission's Office of 
Public Reference. Interested persons 
wishing to comment or request a hearing 
should submit their views in writing by 
December 31, 1984, to the Secretary, 
Securities and Exchange Commission, 
Washington, D.C. 20549, and serve a 
copy on the applicants at the addresses 
specified above. Proof of service (by 
affidavit or, in case of an attorney at 
law, by certificate) should be filed with 
the request. Any request for a hearing 
shall identify specifically the issues of 
fact of law that are disputed. A person 
who so requests will be notified of any 
hearing, if orderd, and will receive a 
copy of any notice or order issued in this 
matter. After said date the proposal, as 
filed or as it may be amended, may be 
authorized. 

For the Commission, by the Office of Public 
Utility Regulation, pursuant to delegated 
authority. 

Shirley E. Hollis, 

Acting Secretary. 

{FR Doc. 84-30740 Filed 11-21-84; 8:45 am] 
BILLING CODE 8010-01-M 


(Release No. 23482; 70-7030) 


Eastern Edison Co. and Montaup 
Electric Co.; Proposai for Pollution 
Control Financing; Exeption From 
Competitive Bidding 


November 16, 1984. 

Eastern Edison Company (“Eastern”), 
110 Mulberry Street, Brockton, 
Massachusetts 02403, an electric utility 
subsidiary of Eastern Utilities 
Associates, a registered holding 
company, and Montaup Electric 
Company (“Montaup”) P.O. Box 2333, 
Boston, Massachusetts, 02107, a 
subsidiary of Eastern, have filed a 
proposal with this Commission pursant 
to Sections 6, 7, 9, 10, 12(b), 12{c), and 
12(f) of the Public Utility Holding 
Company Act of 1935 (‘‘Act") and Rules 
42(b)(2), 45(b)(1), 50(a)(3), and 50(a)(5). 

Eastern proproses to borrow the 
proceeds from the sale of up to $13 
million pollution control bonds 
(“Bonds”) to be issued by the Industrial 
Development Authority of the State of 
New Hampshire (“Issuer”), and 
evidence its obligation to repay the 
funds by an unsecured note (‘Note’). 
The proceeds will be used to purchase 
debentures (“Debentures”) of Montaup. 
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The financial terms of the Note and the 
Debentures including their interest rates 
and repayment dates will be the same 
as the terms of the Bonds. Montaup will 
use the funds to finance its portion of 
the cost of constructing pollution control 
and sewage facilities (“Facilities”) at 
Unit 1 of the Seabrook nuclear power 
station. (Montaup has a 2.89989% joint 
ownership interest in Unit 1). 

The Bonds will be issued under an 
indenture of trust (“Indenture”) between 
the Issuer and State Street Bank and 
Trust Company as trustee (“Trustee”). 
Pursuant to a financing agreement 
(‘Financing Agreement”) between the 
Issuer and Eastern, the Issuer will loan 
to Eastern the proceeds of the Bonds, 
and Eastern will agree to make 
payments corresponding to the amounts 
needed to pay the principal, interest and 
premium, if any, on the Bonds as they 
become due. The Bonds will not be 
general obligations of the Issuer or State 
of New Hampshere. Eastern will pay the 
fees of the Issuer and Trustee. 

The Bonds will have a variable 
interest rate and mature in 30 years or 
may be accelerated. Interest will be 
payable quarterly in arrears unless the 
bonds are converted to a fixed interest 
rate. The variable interest rate shall be 
determined by a remarketing agent. 
(‘Remarketing Agent”), expected to be 
Citibank, N.A., and shall not exceed 20% 
per annum. If the variable interest rate 
cannot be established, the Remarketing 
Agent shall establish it at 65% of the 
yield of 13-week United States Treasury 
Bills. If the Remarketing Agent fails to 
establish the variable interest rate, it 
shall be deemed to be 60% of the prime 
lending rate of the Trustee. 

Each bondholder will have the option 
its Bonds to the Trustee on at least 7 
days’ prior notice. Pursuant to a 
remarketing agreement (“Agreement”), 
the Remarketing Agent, upon notice of a 
bondholder’s intention to present its 
Bonds for purchase, shall be obligated to 
use its best efforts to secure 
repurchasers. The proceeds from a 
resale will be used to pay tendering 
bondholders the principal amount of the 
Bonds plus accrued interest. If the 
Remarketing Agent in unable to secure a 
purchaser prior to the date on which the 
Bonds are.tendered the Trustee may 
draw upon a letter of credit (“Letter of 
Credit”). For its services, the 
Remarketing Agent will-be paid for each 
Bond remarketed $0.25 per $1,000 
principal amount to .125% of the 
outstanding prinipal amount of the 
Bonds per annum, plus out-of-pocket 
expenses. 

On a one-time basis, the Bonds may 
be automatically converted from a 





Federal Register / Vol. 49, No. 227 / Friday, November 23, 1984 / Notices 


variable to a fixed interest rate upon the 
termination of the Letter of Credit or at 
Eastern’s request. At the time of the 
conversion the fixed rate shall be 
determined by the Remarketing Agent 
and Eastern will consider the necessity 
of procuring a Letter of Credit or 
alternate credit arrangements for the 
remaining term of the Bonds. If the 
Bonds are to be converted, this 
application-declaration will be amended 
to seek the Commission's approval of 
the fixed interest rate. 

So long as the Bonds have a variable 
interest they will be redeemable, at the 
election of the Issuer (pursuant to the 
direction of Eastern), in whole or in part, 
at a price of 100% of the principal plus 
accrued interest, on any interest 
payment date, and provided that the 
Trustee has given bondholders 25 to 40 
days prior notice. The Trustee will draw 
on the Letter of Credit for the funds 
required to redeem the Bonds. If 
converted to a fixed interest rate, the 
Bonds will be redeemable at the election 
of the Issuer (pursuant to the direction 
of Eastern) in whole or in part between 
103% and 100% of the principal amount 
plus accrued interest. If certain 
extraordinary events occur after 
conversion to a fixed interest rate, the 
Bonds may be redeemed in whole and 
not in part, at Eastern’s option, with 
accrued interest but without premium. 

Under certain circumstances (i.e. the 
Letter of Credit or substitute credit 
arrangements are terminated or the 
Bonds are converted to a fixed interest 
rate) Eastern may purchase all or 
portion of the Bonds drawing on the 
Letter of Credit to do so. 

Eastern’s obligations under the 
Financing Agreement are to be secured 
by an irrevocable Letter of Credit issued 
by Citibank, N.A. (“Bank”) in favor of 
the Trustee in the principal amount of 
the Bonds, plus four months’ interest up 
to an assumed maximum 20 percent 
interest rate. Pursuant to a separate 
agreement (“Reimbursement 
Agreement”), Eastern will agree to pay 
the Bank all amounts drawn under the 
Letter of Credit as well as certain fees 
and expenses. The Letter of Credit will 
terminate five years from the date of 
issuance but may be extended for a 
period of one to three years. When 
terminate, (unless Eastern has arranged 
alternatively) the Bonds must be 
redeemed except those which the 
holders have elected to retain and those 
which the Company has elected to 
purchase. Upon the issuance of the letter 
of credit, Eastern will pay the Bank a 
one-time fee equal to ¥ of 1% per 
annum on the maximum amount 
available to be drawn for the period 


from December 1, 1984 to the date of the 
issuance of the Letter of Credit. So long 
as the Letter of Credit remains 
outstanding, Eastern will be obligated to 
pay a letter of credit commission at a 
rate of 0.80% per annum payable 


_ quarterly. 


Eastern requests that with respect to 
its borrowings under the Financing 
Agreement a finding be made by the 
Commission that competitive bidding is 
inappropriate. 

The proposal and any amendments 
thereto are available for public 
inspection through the Commission's 
Office of Public Reference. Interested 
persons wishing to comment or request 
a hearing should submit their views in 
writing by December 10, 1984, to the 
Secretary, Securities and Exchange 
Commission, Washington, D.C. 20549, 
and serve a copy on the applicants at 
the addresses specified above. Proof of 
service (by affidavit or, in case of an 
attorney at law, by certificate}-should be 
filed with the request. Any request for a 
hearing shall identify specifically the 
issues or law of fact or law that are 
disputed. A person who so requests will 
be notified of any hearing, if ordered, 
and will receive a copy of any notice or 
order issued in this matter. After said 
date, the proposal, as filed or as 
amended, may be authorized. 

For the Commission, by the Office of Public 
Utility Regulation, pursuant to delegated 
authority. 

Shirley E. Hollis 

Acting Secretary. 

[FR Doc. 84~30745 Filed 11-21-84; 8:45 am] 
BILLING CODE 8010-01-M 


[Release No. 23483; 70-7037] 


Eastern Edison Co. and Montaup 
Electric Co.; Proposed Transactions 
Related to Financing Pollution Control 
Facilities 


November 16, 1984. 

Eastern Edison Company (“Eastern”), 
110 Mulberry Street, Brockton, 
Massachusetts, 02403, a public-utility 
subsidiary of Eastern Utilities 
Associates, a registered holding 
company, and Montaup Electric 
Company (“Montaup”), P.O. Box 2333, 
Boston, Massachusetts, 02107, a 
generating subsidiary of Eastern, have 
filed a proposal with this Commission 
pursuant to Sections 6, 7, 9(a), and 10 of 
the Public Utility Holding Company Act 
of 1935 (“Act”) and Rule 50(a)(5) 
promulgated thereunder. 

The companies seek authority to 
engage in a series of transactions in 
order to finance the cost of acquiring, 
constructing, and installing certain air 


and water pollution control and sewage 
disposal facilities (the “Facilities”) in 
connection with Unit 3 of the Millstone 
nuclear power station located in 
Waterford, Connecticut. Montaup has a 
4.01 percent joint ownership interest in 
said Unit 3 including the Facilities. It is 
intended that the Connecticut 
Development Authority (the “Issuer”) 
will issue its pollution contro! revenue 
demand bonds (“Bonds”), the proceeds 
of which will be borrowed by Eastern 
pursuant to a Loan Agreement with the 
Issuer. The principal amount of the 
bonds will not exceed $12,000,000. 
Eastern proposes to issue an unsecured 
note (the “Note”) to evidence its 
obligation to repay the funds borrowed. 
The proceeds of the Bonds borrowed 
from the Issuer will be used by Eastern 
in the proposed acquisition of 
Debentures of Montaup (“Debentures”). 
The financial terms of the Note and the 
Debentures, including their interest rates 
and repayment dates, will be the same 
as the terms of the Bonds. 

The Bonds will be of a kind generally 
known as “Variable Rate Demand 
Bonds” or “Low Floater Bonds.” The 
Bonds will mature in thirty years and 
may be accelerated in certain 
circumstances. The short-term variable 
interest rate will be determined by a 
remarketing agent (the “Remarketing 
Agent”) appointed pursuant to the terms 
of the Indenture and shall be equal to, 
taking into account relevant market 
factors, that rate, not in excess of 20% 
per annum, which would result, as 
nearly as practicable, in the market 
value of the Bonds being 100% of their 
principal amount. Each bondholder will 
have the option of tendering to the 
tender agent (the “Tender Agent”) 
appointed pursuant to the Indenture any 
multiple of $100,000 principal amount of 
the Bonds for purchase. 

A remarketing agreement (the 
“Remarketing Agreement”) between 
Eastern, the Issuer, and the Remarketing 
Agent will obligate the Remarketing 
Agent, upon receiving notice of a 
bondholder’s intention to present its 
Bonds for purchase, to use its best 
efforts to secure purchasers for the 
Bonds being tendered. The proceeds 
from any such purchases of Bonds are to 
be used to pay to tendering bondholders 
the principal amount of the Bonds being 
tendered plus accrued interest. The 
Remarketing Agent will continue to seek 
purchasers for Bonds which are not 
remarketed prior to their tender. If the 
Remarketing Agent is unsuccessful in 
securing a purchaser for tendered Bonds 
prior to the date on which they are 
tendered, the Letter of Credit described 
below may be drawn upon for the funds 





required to pay the tendering 
bondholders the principal and accrued 
interest on the tendered Bonds. Eastern 
will pay the Remarketing Agent for each 
Bond remarketed a fee of $0.25 per 
$1,000 principal amount, but not more 
than one-eighth of one percent of the 
outstanding principal amount of the 
Bonds per annum, and for out-of-pocket 
expenses. Also, the Loan Agreement 
will obligate Eastern to pay the fees and 
charges of the Issuer and the Trustee. 

On a one-time basis, the Bonds may 
be automatically converted from the 
short-term variable interest rate to a 
long-term fixed or variable interest rate 
upon the termination of the Letter of 
Credit or Eastern may request at any 
time that the Bonds be converted from 
the short-term variable interest rate to a 
long-term fixed or variable interest rate. 
At the time of the conversion, Eastern 
will consider the necessity of procuring 
a Letter of Credit or alternative credit 
arrangements for the remaining term of 
the Bonds. The long-term fixed or 
variable interest rate on the Bonds shall 
be determined by the Remarketing 
Agent at the time of the conversion and 
shall be equal to that rate, having due 
regard to prevailing market conditions, 
which would be the interest rate which 
would result as nearly as practicable in 
the market value of the Bonds being 
100% of their principal amount. Such 
long-term fixed or variable interst rate 
would be subject to further Commission 
approval. 

In order to obtain the benefit of high 
quality bond ratings for the Bonds, . 
Eastern’s obligations under the Loan 
Agreement are to be secured by an 
irrevocable letter of credit (“Letter of 
Credit”) to be issued by Citibank, N.A. 
(the “Bank”) in favor of the Trustee in 
the principal amount of the Bonds, plus 
an amount which would cover four 
months’ interest on the Bonds up to an 
assumed maximum 20 percent interest 
rate. Pursuant to a separate agreement 
with the Bank (the “Reimbursement 
Agreement”), Eastern will agree to pay 
to the Bank all amounts that are drawn 
under the Letter of Credit as well as 
certain fees and expenses. The Letter of 
Credit will terminate five years from the 
date of issuance but at the request of 
Eastern may be extended from time to 
time at the option of the Bank for a 
period of one to three years. When the 
Letter of Credit terminates, unless 
Eastern has arranged for an alternative 
letter of credit, the Bonds must be 
redeemed except those Bonds which the 
holders have elected not to have 
redeemed and those which the company 
has elected to purchase. Eastern will 
pay the Bank a one-time fee equal to % 


of 1 percent per annum on the maximum 
amount available to be drawn under the 
Letter of Credit for the period from 
December 1, 1984, to the date of the 
issuance of the Letter of Credit. So long 
as the Letter of Creditremains — - 
outstanding, Eastern will be obligated to 
pay to the Bank a letter of credit 
commission at a rate of 0.80 percent per 
annum on the amount available to be 
drawn under the Letter of Credit. 

Eastern has requested an exception 
from competitive bidding under Rule 
50(a)(5) with respect te the borrowings 
from the Issuer under the Loan 
Agreement. 

The proposal and any amendments 
thereto are available for public 
inspection through the Commission's 
Office of Public Reference. Interested 
persons wishing to comment or request 
a hearing should submit their views in 
writing by December 10, 1984, to the 
Secretary, Securities and Exchange 
Commission, Washington, D.C. 20549, 
and serve a copy on the applicants at 
the addresses specified above. Proof of 
service (by affidavit or, in case of an 
attorney at law, by certificate) should be 
filed with the request. Any request for a 
hearing shall identify specifically the 
issues of fact or law that are disputed. A 
person who so requests will be notified 
of any hearing, if ordered, and will 
receive a copy of any notice or order 
issued in this matter. After said date, the 
proposal, as filed or as it may be 
amended, may be authorized. 

For the Commission, by the Office of Public 
Utility Regulation, pursuant to delegated 
authority. 

Shirley E. Hollis, 

Acting Secretary. 

(FR Doc. 84-30744 Filed 11-21-84; 8:45 am] 
BILLING CODE 8010-01-M 


[Release No. 21496] 


Self-Regulatory Organizations; Boston 
Stock Exchange, Inc.; Applications for 
Unlisted Trading Privileges and of 
Opportunity for Hearing 


November 16, 1984. 

The above named national securities 
exchange has filed an application with 
the Securities and Exchange 
Commission pursuant to Section 
12(f}(1)(C) of the Securities Exchange 
Act of 1934 (“Act’’) and Rule 12f-1 
thereunder, for unlisted trading 
privileges (“UTP”) in the following 
stocks: 

Allied Bancshares, Inc. 

Common Stock, $1 Par Value 
Altos Computer 

Common Stock, No Par Value 
American Greetings Corp. 
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Common Stock—Class A, $1 Par 
Value 
American International Group, Inc. 
Common Stock, $2.50 Par Value 
American National Insurance Co. 
Common Stock, $1 Par Value 
American Solar King Corp. 
Common Stock, No Par Value 
American Surgery Centers Corp. 
Common Stock, $.001 Par Value 
Apollo Computer, Inc. 
Common Stock, $.02 Par Value 
Apple Computer, Inc. 
Common Stock, No Par Value 
Betz Laboratories, Inc. 
Common Stock, $.01 Par Value 
CPT Corp. 
Common Stock, $.05 Par Value 
California Federal Savings & Loan 
Association 
Common Stock, $1 Par Value 
Chi-Chi's, Inc. 
Common Stock, $.01 Par Value 
Chubb Group Corp. 
Common Stock, $1 Par Value 
Color Tile, Inc. 
Common Stock, $1 Par Value 
Comdial Corp. 
Common Stock, $.01 Par Value 
Convergent Technologies, Inc. 
Common Stock, No Par Value 
Coors (Adolph) Co. 
Common Stock—Class B, No Par 
Value 
Diasonics, Inc. 
Common Stock, No Par Value 
Digital Switch Corp. 
Common Stock, $.01 Par Value 
Diversifoods, Inc. 
Common Stock, $.01 Par Value 
Farmers Group, Inc. 
Common Stock, $1 Par Value 
First Bank System, Inc. 
-Common Stock, $2.50 Par Value 
First Executive Corp. 
Common Stock, $2 Par Value 
Fremont General Corp. 
Common Stock, $1 Par Value 
Graphic Scanning Corp. 
Common Stock, $.01 Par Value 
Home Health Care of America, Inc. 
Common Stock, No Par Value 


’ ISC Systems Corp. 


Common Stock, No Par Value 
Intel Corp. 

Common Stock, No Par Value 
Intergraph Corp. 

Common Stock, $.10 Par Value 
Jerrico, Inc. 

Common Stock, No Par Value 
Kemper Corp. 

Common Stock, $5 Par Value 
MCI Communications Corp. 

Common Stock, $.10 Par Value 
Mack Trucks, Inc. 

Common Stock, $1 Par Value 
Micom Systems, Inc. 

Common Stock, No Par Value 
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Multimedia, Inc. 

Common Stock, $1 Par Value 
Network Systems Corp. 

Common Stock, $.02 Par Value 
Nike, Inc. 

Common Stock—Class B, No Par 

Value : 

Nordstrom, Inc. 

Common Stock, No Par Value 
ONYX-+ IMI, Inc. 

Common Stock, No Par Value 
PNC Financial Corp. 

Common Stock, $5 Par Value 
Pacific Telecom Inc. 

Common Stock, No Par Value 
Philadelphia Savings Fund Society 

Common Stock, $1 Par Value 
Pic ‘N’ Save Corp. . 

Common Stock, $.08% Par Value 
Pioneer Hi-Bred International, Inc. 

Common Stock, $1 Par Value 
Price Company 

Common Stock, No PaggValue 
Quotron Systems, Inc. 

Common Stock, $.10.Par Value 
Roadway Services, Inc. 

Common Stock, No Par Value 
Safeco Corp. 

Common Stock, $5 Par Value 
St. Paul Companies, Inc. 

Common Stock, $1.50 Par Value 
Seagate Technology 

Common Stock, No Par Value 
Sensormatic Electronics Corp. 

Common Stock, $.01 Par Value 
Servicemaster Industries, Inc. 

Common Stock, $1 Par Value 
Service Merchandise Co., Inc. 

Common Stock, $.50 Par Value 
Shared Medical Systems Corp. 

Common Stock, $.01 Par Value 
Sykes Datatronics, Inc. 

Common Stock, $.10 Par Value 
Tandem Computers, Inc. 

Common Stock, $.02% Par Value 
Tandon Corp. 

Common Stock, $.01 Par Value 
Tele-Communications, Inc. 

Common Stock, Class A, $1 Par Value 
Telecom Plus International, Inc. 

Common Stock, $.01 Par Value 
Televideo Systems, Inc. 

Common Stock, $.01 Par Value 
Tom Brown, Inc. 

Common Stock, $.10 Par Value 
Trust Co. of Georgia 

Common Stock, $5 Par Value 
Western Digital Corp. 

Common Stock, $.10 Par Value 
Wyman-Gordon Co. 

Common Stock, $1 Par Value 
Yellow Freight Systems, Inc. 

Common Stock, $1 Par Value 


These securities currently are traded 
exclusively in the over-the-counter 
(“OTC”) market.! These securities also 


1 In a subsequent submission, the BSE indicated 
that, if the Commision grants its application, it 


have been designated as National 
Market System (“NMS”) Securities 
pursuant to Rule 11Aa2-1 under the Act. 
The Commission has sought comment on 
a number of issues regarding UTP for 
NMS Securities in a companion to this 
release.? Commentators should refer to 
that release for further discussion of the 
questions raised’by this action. 

Interested persons are invited to 
submit written data, views and 
arguments regarding this matter by 
January 15, 1984. Persons desiring to 
submit comments should file three 
copies with the Secretary of the 
Commission, Securities and Exchange 
Commission, 450 Fifth Street, NW., 
Washington, D.C. 20549. In order to 
approve the application, the 


‘Commission must find, after notice and 


opportunity for hearing, that the 
extension of UTP pursuant to such 
application is consistent with the 
maintenance of fair and orderly markets 
and the protection of investors. In 
considering an application for the 
extension of UTP to the security not 
listed and registered on a national 
securities exchange, the Commission 
shall, among other matters, take account 
of the public trading activity in such 
security, the character of such trading, 
the impact of such extension on the 
existing markets for such securities, and 
the desirability of removing 
impediments to and the progress that 
has been made toward the development 
of a national market system.* 


For the Commission, by the Division of 
Market regulations, pursuant to delegated 
authority. 

Shirley E. Hollis, 

Acting Secretary. 

(FR Doc. 84-30739 Filed 11-21-84; 6:45 am} 
BILLING CODE 8010-01-M 


[Release No. 21497] 


Self-Reguiatory Organizations; 
Midwest Stock Exchange, inc.; 
Applications for Unlisted Trading 
Privileges and of Opportunity for 
Hearing 


November 16, 1984. 

The above named national securities 
exchange has filed an application with 
the Securities and Exchange 


intends to trade these stocks only if the Commission 
also authorizes the BSE to trade options on these 
stocks. Letter to Richard G. Ketchum, Director, 
Division of Market Regulation, SEC, from Charles J. 
Mohr, Chairman and Chief Executive Office, BSE, 
dated October 1, 1984. 

2 Securities Exchange Act Release No. 21498 
(November 16, 1984) (“OTC-UTP Issues Release”). 

3 The Commission also will consider comments 
raised in response to matters raised in the OTC- 
UTP Issues Release. 


Commission pursuant to Section 
12(f}(1}(C) of the Securities and 
Exchange Act of 1934 (“Act”) and Rule 
12f-1 thereunder, for unlisted trading 
privileges (“UTP”) in the following 
stocks: 
Minstar, Inc. 

Common Stock, $.10 Par Value 
MCI Communications, Inc. 

Common Stock, $.10 Par Value 
Intel Corporation 

Capital Stock, No Par Value 
Intergraph Corporation 

Common Stock, $.10 Par Value 
Digital Switch Corporation 

Common Stock, $.10 Par Value 
Apple Computer, Inc. 

Common Stock, No Par Value 
Chi Chi’s 

Common Stock, $.10 Par Value 
Southland Financial 

Common Stock, $1 Par Value 
Sovran Financial Corporation 

Common Stock, $5 Par Value 
Diversifoods, Inc. 

Common Stock, $1.50 Par Value 
Millipore Corporation 

Common Stock, $1 Par Value 
Jerrico, Inc. 

Common Stock, No Par Value 
Convergent Technologies 

Common Stock, No Par Value 
Equitorial Communications 

Common Stock, No Par Value 
United Virginia Bankshares 

Common Stock, $5 Par Value 
Sensormatic Electric 

Common Stock, $.01 Par Value 
Tandon Corporation 

Common Stock, $.01 Par Value 
Seagate Technology 

Common Stock, No Par Value 
Tandem Computers, Inc. 

Common Stock, $.025 Par Value 
Pabst Brewing Company 

Common Stock, No Par Value 
Coors, Adolph B. 

Common Stock, No Par Value 
Avantek, Inc. 

Common Stock, No Par Value 
Genetic Systems 

Common Stock, $.01 Par Value 
Service Merchandise 

Common Stock, $1 Par Value 


These securities currently are traded 
exclusively in the over-the-counter 
(“OTC”) market. These securities also 
have been designated as National 
Market System (“NMS”) Securities 
pursuant to Rule 11Aa2-1 under the Act. 
The Commission has sought comment on 
a number of issues regarding UTP for 
NMS Securities in a companion to this 
release.! Commentators should refer to 


1 Securities Exchange Act Release No. 21498 
(November 16, 1984) (“OTC-UTP Issues Release’”’). 





that release for further discussion of th 
questions raised by this action. 

Interested persons are invited to 
submit written data, views and 
arguments regarding this matter by 
January 15, 1984. Persons desiring to 
submit comments should file three 
copies with the Secretary of the 
Commission, Securities and Exchange 
Commission, 450 Fifth Street NW., 
Washington, D.C. 20549. In order to 
approve the application, the 
Commission must find, after notice and 
opportunity for hearing, that the 
extension of UTP pursuant to such 
application is consistent with the 
maintenance of fair and orderly markets 
and the protection of investors. In 
considering an application for the 
extension of UTP to the security not 
listed and registered on a national 
securities exchange, the Commission 
shall, among other matters, take account 
of the public trading activity in such 
security, the character of such trading, 
the impact of such extension on the 
existing markets for such securities, and 
the desirability of removing 
impediments to and the progress that 
has been made toward the development 
of a national market system.? 

For the Commission, by the Division of 
Market Regulation, pursuant to delegated 
authority. 

Shirley E. Hollis, 
Acting Secretary. 


[FR Doc. 84-30743 Filed 11-21-84; 8:45 am] 
BILLING CODE 8010-01-M 


[Release No. 34-21494; File No. SR-NYSE- 
84-34] 


Self-Regulatory Organizations; 
Proposed Rule Change by New York 
Stock Exchange, Inc. Relating to: a 
Proposed increase in the Following 
Fees and Charges: Regulatory 
Oversight Services (Rule 129); New 
York Stock Exchange Guide; Capital 
Management; FOCUS Feedback; Rule 
interpretation Handbook; Registered 
Person Annual Maintenance Fee; 
Branch Office Registration Fee 


Pursuant to Section 19(b)(1) of the 
Securities Exchange Act of 1934, 15 
U.S.C. 78s(b)(1), notice is hereby given 
that on November 8, 1984, the New York 
Stock Exchange, Inc. filed with the 
Securities and Exchange Commission 
the proposed rule change as described 
in Items I, Il, and III below, which Items 
have been prepared by the self- 
regulatory organization. The 


2 The Commission also will consider comments 
raised in response to matters raised in the OTC- 
UTP Issues Release. 


Commission is publishing this notice to 
solicit comments on the proposed rule 
change from interested persons. 


I. Self-Regulatory Organization's 
Statement of the Terms of Substance of 
the Proposed Rule Change 


Schedule of Proposed Increases in 
Fees and Charges (effective January 1, 
1985). 

Additions italicized; deletions 
[bracketed]. 


Fee per $1,000 gross revenue 


1As fi ted in the FOCUS report. 
FOCUS: financial and operational combined uniform single 
report. 


($5 to $40] $6.25 to $50 


Capital management fee: 
Minimum submission .. 


Il. Self-Regulatory Organization's 
Statement of the Purpose of, and 
Statutory Basis for, the Proposed Rule 
Change 


In its filing with the Commission, the 
self-regulatory organization included 
statements concerning the purpose of 
and basis for the proposed rule change 
and discussed any comments it received 
on the proposed rule change. The text of 
these statements may be examined at 
the places specified in Item IV below. 
The self-regulatory organization has 
prepared summaries, set forth in 
Sections (A), (B), and (C) below, of the 
most significant aspects of such 
statements. 


(A) Self-Regulatory Organization's 
Statement of the Purpose of, and 


Statutory Basis for, the Proposed Rule 
Change 


(1) Purpose. The primary purpose of 
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the proposed rule change is to continue 
to recover a portion of the cost of 

Financial and Operational (“FINOPS”) 
and Sales Practice regulatory services. 

The revenues generated from the 
Regulatory Services Oversight, Capital 
Management and FOCUS Feedback fees 
are used exclusively to defray FINOPS 
expenses, while the revenues from the 
New York Stock Exchange Guide and 
Rule Interpretation Handbook are used 
primarily for such purpose. As pointed 
out in previous filings, the cost of 
FINOPS services has increased over the 
years, and the Exchange's fees have 
been insufficient to cover such 
expenses. It should be noted that with 
the proposed fee change there still be a 
projected to the Exchange’s FINOPS 
regulation. It is anticipated that FINOP 
revenues for 1984 will be approximately 
$10.037 million, or $2 million below the 
1984 forecast stfbmitted in connection 
with previous 19b-4 filings (SR-NYSE- 
84-6 and SR-NYSE-84-7—See letter 
dated February 27, 1984 from Mr. James 
E. Buck to Mr. Richard T. Chase, and 
attachments thereto). 

The revenues generated by the 
Registered Person Annual Maintenance 
Fee and the Branch Office Registration 
Fee are used to defray the expenses of 
Sales Practice regulatory services. The 
Sales Practices area has long been 
subsidized by other revenue sources. 
The estimated losses for Sales Practice 
regulation in 1984 are $5.4 million, and in 
1985 (including the proposed increase) 
are $4.3 million. There have been no 
recent rate increases in the Sales 
Practice area in the face of continued 
losses. Increases in projected expenses 
are anticipated because of continuing 
demands in the area. The purpose of the 
proposed rate increases is to begin the 
process of recapturing the costs of this 
activity. 

(2} Statutory Basis. The basis under 
the Act for the proposed rule change is 
the requirement under Section 6(b)(4) 
that an exchange have rules that 
provide for the equitable allocation of 
reasonable dues, fees and other charges 
among its members and other persons 
using its facilities. It is also consistent 
with the Exchange's self-regulatory 
responsibilities as provided in Section 
6(b)(1) and 6(b)(5) of the Act. 


(B) Self-Regulatory Organization's 
Statement on Burden on Competition 


The proposed rule change will impose 
no burden on competition not necessary 
or appropriate in furtherance of the 
purposes of the Act. 
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(C) Self-Regulatory Organization's 
Statement on Comments on the 
Proposed Rule Change received from 
Members, Participants or Others 


The Exchange has not formally 
solicited written comments regarding 
this proposed change, and no unsolicited 
written comments have been received. 


III. Date of Effectiveness of the 
Rule Change and Timing for 
Commission Action 


Within 35 days of the date of 
publication of this notice in the Federal 
Register or within such longer period (i) 
as the Commission may designate up to 
90 days of such date if it finds such 
longer period to be appropriate and 
publishes its reasons for so finding or (ii) 
as to which the self-regulatory 
organization consents, the Commission 
will: 

(A) By order approve such proposed 
rule changes or 

(B) Institute proceedings to determine 
whether the proposed rule changes 
should be disapproved. 


IV. Solicitation of Comments 


Interested persons are invited to 
submit written data, views and 
arguments concerning the foregoing. 
Persons making written submissions 
should file six copies thereof with the 
Secretary, Securities and Exchange 
Commission, 450 Fifth Street, NW., 
Washington, D.C. 20549. Copies of the 
submission, all subsequent amendments, 
all written statements with respect to 
the proposed rule changes that are filed 
with the Commission, and all written 
communications relating to the proposed 
rule changes between the Commission 
and any person, other than those that 
may be withheld from the public in 
accordance with the provisions 5 U.S.C. 
522, will be available for inspection and 
copying in the Commission's Public 
Reference Section, 450 Fifth Street, NW.., 
Washington, D.C. Copies of such filing 
will also be available for inspection and 
copying at the principal office of the 
above-mentioned self-regulatory 
organization. All submissions should 
refer to the file number in the caption 
above and should be submitted on or 
before December 14, 1984. 


For the Commission by the Division of 
Market Regulation, pursuant to delegated 
authority. 


Dated: November 16, 1984. 
Shirley E. Hollis, 
Acting Secretary. 


{FR Doc. 84-30755 Filed 11-21-84; 8:45 am} 
BILLING CODE 8010-01-M 


Form Under Review by Office of 
Management and Budget 


Agency Clearance Officer: Kenneth A. 
Fogash, (202) 272-2142. 

Upon Written Request Copy Available 
from: Securities and Exchange 
Commission, Office of Consumer 
Affairs, Washington, D.C. 20549. 
Extension of Approval 
Rule 24 
No. 270-129. 

Notice is hereby given that, pursuant 
to the Paperwork Reduction Act of 1980 
(44 U.S.C. 3501 et seq.), the Securities 
and Exchange Commission has 
submitted for extension of OMB 
approval Rule 24 (17 CFR 250.24) under 
the Public Utility Holding Company Act 
of 1935 (15 U.S.C. 79 et seq.) which 
generally requires that certificates be 
filed with the Commission within 10 
days, or such other time period as 
specified by order after the 
consummation of any authorized 
transaction, that such transaction has 
been carried out in accordance with 
terms and conditions of the Commission 
Order. 

Submit comments.to OMB Desk 
Officer: Ms. Katie Lewin, (202) 395-7231, 
Office of Information and Regulatory 
Affairs, Room 3235 NEOB, Washington, 
D.C. 20503. 


Dated: November 9, 1984. 
Shirley E. Hollis, 
Acting Secretary. 
[FR Doc. 84~-30699, Filed 11-21-84; 8:45 am} 
BILLING CODE 8010-01-™ 


DEPARTMENT OF TRANSPORTATION 
Federal Aviation Administration 


Radio Technical Commission for 
Aeronautics (RTCA), Special 
Committee 153—Airborne VOR 
Equipment; Meeting 


Pursuant to section 10{a) (2) of the 
Federal Advisory Committee Act (Pub. 
L. 92-463; 5 U.S.C. App. I) notice is 
hereby given of a meeting of RTCA 
Special Committee 153 on Airborne 
VOR Equipment to be held on December 
12-14, 1984, in the RTCA Conference 
Room, One McPherson Square, 1425 K 
Street NW., Suite 500, Washington, D.C. 
commencing at 9:30 a.m. 

The Agenda for this meeting is as 
follows: (1) Chairman’s Introductory 
Remarks; (2) Approval of Minutes of the 
Fourth Meeting Held on August 6-7, 
1984; (3) Consideration of Proposed 
Changes to the Fifth Draft of the 
Committee Report on Minimum 
Operational Performance Standards for 
Airborne VOR Equipment; (4) 


46231 


Consideration of Comments Received 
from the European Organization for 
Civil Aviation Eiectronics; (5) Review of 
the First Draft of the Committee Report 
on Minimum Performance Standafds for 
Instrument Landing System (ILS) 
Airborne Localizer Equipment; (6) 
Review Progress on Drafting the 
Committee Report on Minimum 
Operational Performance Standards for 
Instrument Landing System (ILS) 
Airborne Glide Slope Equipment; and (7) 
Other Business. 

Attendance is open to the interested 
public but limited to space available. 
With the approval of the Chairman, 
members of the public may present oral 
statements at the meeting. Persons 
wishing to present statements or obtain 
information should contact the RTCA 
Secretariat, One McPherson Square, 
1425 K Street, NW., Suite 500, 
Washington, D.C. 20005; (202) 682-0266. 
Any member of the public may present a 
written statement to the committee at 
any time. 

Issued in Washington, D.C. on November 9, 
1984. 

Karl F. Bierach, 

Designated Officer. 

[FR Doc. 84-30602 Filed 11-21-84; 8:45 am] 
BILLING CODE 4910-13-M 


Radio Technical Commission for 
Aeronautics (RTCA), Special 
Committee 152—Digital Avionics 
Software; Meeting 


Pursuant to section 10{a) (2) of the 
Federal Advisory Committee Act (Pub. 
L. 92-463; 5 U.S.C. App. I) notice is 
hereby given of a meeting of RTCA 
Special Committee 152 on Digital 
Avionics Software to be held on 
December 10-11, 1984, in the RTCA 
Conference Room, One McPherson 
Square, 1425 K Street NW., Suite 500, 
Washington, D.C. commencing at 9:30 
a.m. 

The Agenda for this meeting is as 
follows: (1) Chairman's introductery 
Remarks; {2) Approval of Minutes of the 
Fourth Meeting Held on June 5-7, 1984; 
(3) Consideraticn of Comments 
Received on the Second Draft of the 
Committee Report on Software 
Considerations in Airborne Systems and 
Equipment Certification; and (4) Other 
Business. 

Attendance is open to the interested 
public but limited to space available. 
With the approval of the Chairman, 
members of the public may present oral 
statements at the meeting. Persons 
wishing to present statements-or obtain 
information should contact the RTCA 
Secretariat, One McPherson Square, 





1425 K Street, NW., Suite 500, 
Washington, D.C. 20005; (202) 682-0266. 
Any member of the public may present a 
written statement to the committee at 
any time. ‘| 

Issued in Washington, D.C. on November 9, 
1984. 


Karl F. Bierach, 

Designated Officer. 

[FR Doc. 84~-30601 Filed 11-21-84; 8:45 am) 
BILLING CODE 4910-13-M 


Coast Guard 
[CGD 84-086] 


Rules of the Road Advisory Council; 
Membership Applications 


AGENCY: Coast Guard, DOT. 
ACTION: Request for Applications. 


summary: The U.S. Coast Guard is 
seeking applications for appointment to 
membership on the Rules of the Road 
Advisory Council. This Council was 
established under the Inland 
Navigational rules Act of 1980 (Pub. L. 
96-591; 94 Stat. 3434; 33 U.S.C. 2073) to 
advise, consult with, and make 
recommendations to the Secretary of 
Transportation on matters relating to the 
Inland Navigation Rules and the 
International Regulations for Preventing 
Collisions at Sea (72 COLREGS). In June 
1985, seven vacancies will occur on the 
21-member Council. The seven new 
appointments will then be made by the 
Secretary of Transportation. The Coast 
Guard will make recommendations to 
the Secretary from all applications 
received, including those on file as of 
February 15, 1984. Under the Inland 
Navigational Rules Act, the Council 
members are to be chosen to include a 
“balanced representation insofar as 
practical, from the following groups: (1) 
Recognized experts and leaders in 
organizations having an active interest 
in the Rules of the Road and vessel and 
port safety, (2) representatives of 
owners and operators of vessels, 
professional mariners, recreational 
boaters, and the recreational boating 
industry, (3) individuals with interest in 
maritime law, and (4) Federal and State 
officials with responsibility for vessel 
and port safety.” 

Those applicants who applied for the 
seven vacancies of June 1984 will also 
be considered for the seven vacanices of 
June 1985, so they need not apply again. 

Since its establishment, the Council 
has met twice a year at various sites in 
the continental United States. Members 
are currently entitled to receive per 
diem in lieu of subsistence, as well as to 


be reimbursed for travel expenses, in 
accordance with current regulations. 

On October 30, 1984, the President 
signed a bill extending the Authorization 
for the Council to September 30, 1990. 
Seven new appointments made during 
1985 will expire three years from date of 
appointment. 

DATE: Requests for applications should 
be received no later than January 15, 
1985, and must be completed and 
returned to the Coast Guard no later 
than February 15, 1985. 
appness: Persons interested in applying 
should write to Commandant (G—~NSR- 
3), U.S. Coast Guard Headquarters, 
Washington, D.C. 20593. 
FOR FURTHER INFORMATION CONTACT: . 
Commander G. R. Siddall, Executive 
Director, Rules of the Road Advisory 
Council (G-NSR-3), Room 1406, U.S. 
Coast Guard Headquarters, 2100 Second 
Street, S.W., Washington, D.C. 20593; 
(202) 245-0108. 

Dated: November 15, 1984. 
T. J. Wojnar, 
Rear Admiral, U.S. Coast Guard, Chief, Office 
of Navigation. 
{FR Doc. 84-30728 Filed 11-21-84; 8:45 am] 
BILLING CODE 4910-14-M 


DEPARTMENT OF THE TREASURY 


Public Information Collection 
Requirements Submitted to OMB for 
Review 


Dated: November 16, 1984. 


The Department of Treasury has 
submitted the following public 
information collection requirement(s) to 
OMB (listed by submitting bureau(s)), 
for review and clearance under the 
Paperwork Reduction Act of 1980, Pub. 
L. 96-511. Copies of these submissions 
may be obtained by calling the Treasury 
Bureau Clearance Officer listed under 
each bureau. Comments regarding these 
information collections should be 
addressed to the OMB reviewer listed at 
the end of each bureau’s listing and to 
the Treasury Depattment Clearance 
Officer, Room 7225, 1201 Constitution 
Avenue, NW., Washington, D.C. 20220. 


Internal Revenue Service 


OMB Number: 1545-0539 

Form Number: RC-C 1-582-A 

Type of Review: New collection— 
Addendum to OMB approved RC-C 1- 
582 

Title: Supplemental Information for 
Treasury Enforcement Agent 
Applications 

OMB Number: 1545-0704 

Form Number: IRS Form 5471 and 
Schedules M, N and O 

Type of Review: Revision 
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Title: Information Return with Respect 
to a Foreign Corporation 

OMB Number: 1545-0416 

Form Number: IRS Form 5302 

Type of Review: Revision 

Title: Employee Census 

OMB Number: 1545-0274 

Form Number: IRS Form 2163 

Type of Review: Revision 

Title: Employment-Reference Inquiry 

Clearance Officer: Garrick Shear (202) 
566-6254, Room 5571, 1111 
Constitution Avenue, NW., 
Washington, D.C. 20224 

OMB Reviewer: Norman Frumkin (202) 
395-6880, Office of Management and 
Budget, Room 3208, New Executive 
Office Building, Washington, D.C. 
20503 


Bureau of Alcohol, Tobacco, and 
Firearms 


OMB Number: 1512-0162 

Form Number: ATF F 3067 (5310.9) 

Type of Review: Extension 

Title: Inventory-Manufacturer of 
Tobacco Products 

Clearance Officer: Howard Hood (202) 
566-7077, Bureau of Alcohol, Tobacco 
and Firearms, Room 2228, Federal 
Building, 1200 Pennsylvania Avenue, 
NW., Washington, D.C. 20226. 

OMB Reviewer: Milo Sunderhauf (202) 
395-6880, Office of Management and 
Budget, Room 3208, New Executive 
Office Building, Washington, D.C. 
20503. 

Joseph F. Maty, 

Departmental Reports Management Office. 


[FR Doc. 64-30619 Filed 11-21-84; 8:45 am] 
BILLING CODE 4810-25-M 


Public Information Collection 
Requirements Submitted to OMB for 
Review 


Dated: November 16, 1984. 


The Department of Treasury has 
submitted the following public 
information collection requirements(s) 
to OMB (listed by submitting bureau(s)), 
for review and clearance under the 
Paperwork Reduction Act of 1980, Pub. 
L. 96-511. Copies of these submissions 
may be obtained by calling the Treasury 
Bureau Clearance Officer listed under 
each bureau. Comments regarding these 
information collections should be - 
addressed to the OMB reviewer listed at 
the end of each bureau’s listing and to 
the Treasury Department Clearance 
Officer, Room 7225, 1201 Constitution 
Avenue, NW., Washington, D.C. 20220. 


Internal Revenue Service 


OMB Number: 1545-0881 
Form Number: IRS Form 8271 
Type of Review: Revision 
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Title: Investor Reporting of Tax Shelter 
Register Number 

OMB Number: None 

Form Number: IRS Forms 8288 and 8288- 
A 

Type of Review: New 

Title: U.S. Withholding Tax Return and 
Statement of Withholding on 
Dispositions by Foreign Persons-of 
U.S. Real Property Interests 

Clearance Officer: Garrick Shear (202) 
566-6254, Room 5571, 1111 
Constitution Avenue, NW., 
Washington, D.C. 20224 

OMB Reviewer: Norman Frumkin (202) 
395-6880, Office of Management and 
Budget, Room 3208, New Executive 
Office Building, Washington, D.C. 
20503 

Joseph P. Maty, 

Department Reports, Management Office. 

(FR Doc. 84-30635 Filed 11-21-84; 8:45 am} 

BILLING CODE 4810-25-M 


Office of the Secretary 


Privacy Act of 1974; Amendment to 
System of Records 


AGENCY: Office of the Secretary, 
Treasury. 

ACTION: Notice of amendment to system 
of records and additional routine uses. 


SUMMARY: The Department of the 
Treasury, Office of the Secretary, is 
amending the privacy notice for a 
system of records previously published 
under the system name of “Treasury 
Payroll/Personnel Information System, 
Treasury/OS.002”, at 46 FR 16464 
(March 12, 1981). This amendment 
reflects a change in the System's name 
to “Treasury Payroll Information 
System” which embraces two separate 
components, a personnel records system 
(PERMITS Application) and a payroll 
component (Treasury Payroll 
Information System). The amendment 
also adds three new users of the system 
and makes other editorial changes to 
clarify the notice. Finally, the amended 
notice adds new routine uses and 
disclosure policies pursuant to the Debt 
Collection Act of 1982. 

DATE: Comments must be received no 
later than December 24, 1984. If no 
comments are received, the new revised 
notice will become effective December 
24, 1984. 

ADDRESS: Comments may be sent to: 
Department of the Treasury, Director of 
Personnel, Room 7115, 1201 Constitution 
Avenue NW., Washington, DC 20220. 
FOR FURTHER INFORMATION CONTACT: 
Assistant Director, Office of Personnel 
(TPIS), 1201 Constitution Avenue NW., 


Room 7329, Washington, DC 20220, (202) 
566-4720. 

Dated: November 15, 1984. 
Joseph E. Bishop, 
Deputy Assistant Secretary (Administration) 
for Operations. 


Treasury/OS 002 


SYSTEM NAME: 
Treasury Payroll Information System. 


SYSTEM LOCATION: 

ICC Building, 1201 Constitution 
Avenue, NW., Room 7329, Washington, 
D.C. 20220 and a contractor data 
processing facility, Johnstown 
Computing Resources Inc., located at 90 
Lulay Street, Johnstown, PA 15904. 


CATEGORIES OF INDIVIDUALS COVERED BY THE 
SYSTEM: 

Current and Former data on all 
employees of the (1) Treasury except 
Internal Revenue Service (2) Executive 
Offices of the President; (3) Federal 
Emergency Management Agency; (4) 
Federal Trade Commission; (5) National 
Gallery of Art; (6) National Labor 
Relations Board; (7) Farm Credit 
Administration; (8) Commodities Futures 
Trading Commission. 


CATEGORIES OF RECORDS IN THE SYSTEM: 


There are two basic components to 
the system, a personnel component 
(PERMITS Application) and a payroll 
component (Treasury Payroll 
Information System), which provide 
current, year-to-date and historical data 
on the individuals covered by the 
system. The separate files in the system 
consist of payroll records, personnel 
records and Time and Attendance 
records. Information contained in these 
records include such data as: 

(1) Employee identification and status 
data such as name, social security 
number, date of birth, sex, race and 
national origin designator, awards 
received, suggestions, work schedule, 
type of appointment, education, training 
courses attended, veterans preference, 
and military service. 

(2) Employee date data such as 
service computation date for leave, date 
probationary period began, date of 
performance rating, and date of within- 


. grade increases. 


(3) Position and pay data such as 
position identification number, pay plan, 
grade, step, salary and pay basis, 
occupational series, position skill codes, 
organization location and accounting 
classification codes. 

(4) Payroll data such as earnings, e.g., 
overtime and night differential; 
deductions, e.g., Federal, State and 
Local Taxes, Bonds and Allotments; and 
Time and Attendance Data. 


(5) Tables of data for editing, 
reporting and processing personnel any 
pay actions. These include Nature of 
Action Codes, Civil Service Authority 
Codes, Standard Remarks, Signature 
Table, Position Title Table, Financial 
Organization Table and Salary Table. 


AUTHORITY FOR MAINTENANCE OF THE 
SYSTEM: 

The Office of Personnel Management 
Manual, 50 U.S.C. App. 1705-1707; 31 
U.S.C. and Departmental Circulars 145 
and 830. The Department of Treasury, 
Fiscal Requirement Manual; 5 U.S.C. 
301; FPM Letter 298-10, Office of 
Personnel Management; Federal 
Personnel Manual (Chaper 713 
Subchapter 3A). 


ROUTINE USES OF RECORDS MAINTAINED IN 
THE SYSTEM, INCLUDING CATEGORIES OF 
USERS AND PURPOSE OF SUCH USERS: 

These records and information in 
these records may be used: 

(1) To furnish the Internal Revenue 
Service and other jurisdictions which 
are authorized to tax the employee's 
compensation, with wage and tax 
information in accordance with a 
withholding agreement with the 
Department of Treasury pursuant to 5 
U.S.C., 5516, 5217 and 5520; 

(2) To furnish the Office of Personnel 
Management with data to update the 
Central Personnel Data File and other 
statistical reports as required; 

(3) To furnish another federal agency 
information to effect interagency salary 
offset; to furnish another federal agency 
information to effect interagency 
administrative offset, except that 
addresses obtained from the Internal 
Revenue Service shall not be disclosed 
to other agencies; to furnish a consumer 
reporting agency information to obtain 
commercial credit reports; and to furnish 
a debt collection agency information for 
debt collection services. Current mailing 
addresses acquired from the Internal 
Revenue Service are routinely released 
to consumer reporting agencies to obtain 
credit reports and to debt collection 
agencies for collection services. 

(4) To disclose information to a 
Federal, State, or local agency, 
maintaining civil, criminal or other 
relevant enforcement information or 
other pertinent information, which has 
requested information relevant to or 
necessary to the requesting agency's or 
the bureaus’ hiring or retention of an 
employee, or issuance of a security 
clearance, license, contract, grant, or 
other benefit. 

(5) To disclose information to a court, 
magistrate, or administrative tribunal in 
the course of presenting evidence, 





including disclosures to opposing 
counsel in the course of litigation or 
settlement negotiations or criminal law 


proceedings. 

~ (6) To disclose information to foreign 
governments in accordance with formal 
or informal international agreements. 

(7) To provide information to a 
congressional office in response to an 
inquiry made at the request of the 
individual to whom the record pertains. 

(8) To provide information to the news 
media in accordance with guidelines 
contained in 28 CFR 50.2 which relate to 
civil and criminal proceedings. 

(9) To provide information to unions 
recognized as exclusive bargaining 
representatives under the Civil Service 
Reform Act of 1978, 5 U.S.C. 7111 and 
7114. 

(10) To provide information to third 
parties during the course of an 
investigation to the extent necessary to 
obtain information pertinent to the 
investigation. 

DISCLOSURE TO CONSUMER REPORTING 
AGENCIES: 

Disclosures pursuant to 5 U.S.C. 
552a(b)(12) and section 3 of the Debt 
Collection Act of 1982: Debt information 
concerning a Government claim against 
an individual is also furnished, in 
accordance with 5 U.S.C. 552a(b)(12) 
and section 3 of the Debt Collection Act 
of 1982 (Pub. L. 97-365), to consumer 
reporting agencies to encourage 
repayment of an overdue debt. 


POLICIES AND PRACTICES FOR STORING, 
RETRIEVING, ACCESSING, RETAINING, AND 
DISPOSING OF RECORDS IN THE SYSTEM: 
STORAGE: 

Magnetic media, microfiche and hard 
copy print out. Disbursement records are 
stored at Federal Records Center. 
RETRIEVABILITY: 


Records are retrieved generally by 
social security number or position 
identification number within a bureau 
and region. Secondary identities are 
used to assure accuracy of data 
a such as name and date of 

irth. 


Entrance to data center is restricted to 
only those employees whose work 
requires them to be there for the system 
to operate. ID cards are verified to 
insure that only authorized personnel 
are present. Disclosure of information 
through remote terminals is restricted 
through the use of passwords and sign 
on protocols which are periodically 
changed. Reports produced from the 
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remote printers are in the custody of 
personnel officers and are subject to the 
same privacy controls as other 
personnel documents of like sensitivity. 


RETENTION AND DISPOSAL: 

The Treasury Payroll Information 
System master file is kept on magnetic 
tape. Hard copies of reports are kept for 
a period of up to 3 years. Additional 
payroll data is maintained on 
microfiche. Employee records are 
retained in automated form as long as 
the employee is active on the system 
(separated employee records are 
maintained in an “inactive” status 
within PERMITS for five years). The 
master file is purged of inactive payroll 
records on a yearly basis. Files are 
purged in accordance with Treasury 
Directives Manual TD 80-05.5 “Records 
Disposition Schedule”. 


SYSTEM MANAGER AND ADDRESS: 

Director of Personnel, Department of 
the Treasury, Room 7115, 1201 
Constitution Avenue NW., Washington, 
DC 20220. 


NOTIFICATION PROCEDURE: 


Individuals wishing to be notified if 
they are identified in this system or gain 
access to records maintained in the 
system must submit a request containing 
the following elements: (1) Identify the 
record system; (2) Identify the category 
and types of records sought; (3) Provide 
at least two items of secondary 
identification (date of birth), employee 
identification number and date of 
employment or similar information. 
Address inquiries to Chief, Disclosure 
Branch (see access below). 


RECORD ACCESS PROCEDURE: 

Chief, Disclosure Branch, Department 
of the Treasury, Room 5423—Main 
Treasury, 1500 Pennsylvania Avenue 
NW., Washington, DC 20220. 


CONTESTING RECORD PROCEDURES: 

(See access above) 

RECORD SOURCE CATEGORIES: 

The information contained in these 
records is provided by or verified by the 
subject of the record, supervisors, and 
non-Federal sources such as private 
employers. 

SYSTEMS EXEMPTED FROM CERTAIN 
PROVIS!ONS OF THE ACT: 

None. 

[FR Doc. 84-30735 Filed 11-21-84; 8:45 am} 
BILLING CODE 4810-25-M 





Sunshine Act Meetings 


This section of the FEDERAL REGISTER 
contains notices of meetings published 
under the “Government in the Sunshine 
Act” (Pub. L. 94-409) 5 U.S.C. 552b(e)(3). 


CONTENTS 
Commodity Futures Trading Commis- 


tion 
Federal Election Commission... 
Federal Home Loan Bank Board 


1 


COMMISSION 
“FEDERAL REGISTER” CITATION OF 
PREVIOUS ANNOUNCEMENT: 49 FR 44259. 


PREVIOUSLY ANNOUNCED TIME AND DATE 
OF THE MEETING: 10:00 a.m., Tuesday, 
November 27, 1984. 

CHANGES IN THE MEETING: The meeting 
has been cancelled. 

Jean A. Webb, 

Secretary of the Commission. 

[FR Doc. 64-30868 Filed 11-20-84; 3:45 pm] 

BILLING CODE 6351-01-M 


2 


FEDERAL DEPOSIT INSURANCE 

CORPORATION 

Notice is Agency Meeting. 

Pursuant to the provisions of the 
“Government in the Sunshine Act” (5 
U.S.C. 552b), notice is hereby given that 
the Federal Deposit Insurance 
Corporation's Board of Directors will 
meet in open session at 2:00 p.m. on 
Monday, November 26, 1984, to consider 
the following matters: 

Summary Agenda: No substantive discussion 
of the following items is anticipated. These 
matters will be resolved with a single vote 
unless a member of the Board of Directors 
requests that an item be moved to the 
discusion agenda. 

Disposition of minutes of previous meetings. 

Application for consent to transfer assets in 
consideration of the assumption of deposit 
liabilities: 

Washington Savings Bank, Hoboken, New 
Jersey, an insured mutual savings bank, 
for consent to transfer certain assets to 
Haven Savings and Loan Association, 


Hoboken, New Jersey, a non-FDIC- 
insured institution in consideration of the 
assumption of the liability to apy 
deposits made in the Secaucus Branch of 
Washington Savings Bank. 
Recommendation regarding the liquidation of 

a bank's assets acquired by the 

Corporation in its capacity as receiver, 

liquidator, or liquidating agent of those 

assets: 

Memorandum and Resolution re: Mineral 
Bank of Nevada, Las Vegas, Nevada 

Reports of committees and officers: 

Minutes of actions approved by the 
standing committees of the Corporation 
pursuant to authority delegated by the 
Board of Directors. 

Reports of the Division of Bank Supervision 
with respect to applications, requests, or 
actions involving administrative 
enforcement proceedings approved by 
the Director or an Associate Director of 
the Division of Bank Supervision and the 
various Regional Directors pursuant to 
authority delegatged by the Board of 
Directors. 

Discussion Agenda: 

Memorandum and resolution re: Proposed 
amendments to Part 332 of the 
Corporation's rules and regulations, 
entitled “Powers Inconsistent with 
Purposes of Federal Deposit Insurance 
Law,” which amendments will govern 
insured banks’ direct and indirect 
involvement in insurance brokerage and 
underwiriting, real estate brokerage and 
underwriting, securities brokerage, EDP 
services, or travel services. 


The meeting will be held in the Board 
Room on the sixth floor of the FDIC 
Building located at 550 17th Street, N.W.., 
Washington, D.C. 

Requests for further information 
concerning the meeting may be directed 
to Mr. Hoyle L. Robinson, Executive 
Secretary of the Corporation, at (202) 
389-4425. 

Dated: November 19, 1984. 

Federal Deposit Insurance Corporation. 
Hoyle L. Robinson, 

Executive Secretary. 

[FR Doc. 84-30806 Filed 11-20-84; 12:10 pm} 
BILLING CODE 6714-01-M 


3 


FEDERAL DEPOSIT INSURANCE 
CORPORATION 
Notice of Agency Meeting. 

Pursuant to the provisions of the 
“Government in the Sunshine Act” (5 
U.S.C. 552b), notice is hereby given that 
at 2:30 p.m. on Monday, November 26, 
1984, the Federal Deposit Insurance 
Corporation's Board of Directors will 
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meet in closed session, by vote of the 
Board of Directors, pursuant to sections 
552b (c)(2), (c)(4). (c)(6), (c)(8), and 
(c)(9)(A){ii) of Title 5, United States 
Code, to consider the following matters: 


Summary Agenda: No substantive discussion 
of the following items is anticipated. These 
matters will be resolved with a single vote 
unless a member of the Board of Directors 
requests that an item be moved to the 
discussion agenda. 

Recommendations with respect to the 
initiation, termination, or conduct of 
administrative enforcement proceedings 
(cease-and-desist proceedings, termination- 
of-insurance proceedings, suspension or 
removal proceedings, or assessment of civil 
money penalties) against certain insured 
banks or officers, directors, employees, 
agents or other persons participating in the 
conduct of the affairs thereof: 

Names of persons and names and locations 
of banks authorized to be exempt from 
disclosure pursuant to the provisions of 
subsections (c)(6), (c)(8), and (c){9)(A)fii) 
of the “Government in the Sunshine Act’ 
(5 U.S.C. 552b (c)(6), (c)(8), and 
(c)(9){A)(ii)). 

Note.—Some matters falling within this 
category may be placed on the discussion 
agenda without further public notice if it 
becomes likely that substantive discussion of 
those matters will occur at the meeting. 
Discussion Agenda: 

Application for Federal deposit insurance 
and for consent to exercise trust powers: 
Federated Bank & Trust Company, a 

proposed new bank to be located at 10 
Foster Avenue, Gibbsboro, New Jersey. 

Application for Federal deposit insurance 
and for consent to exercise full trust 
powers: 

Bear Stearns Trust Company, a proposed 
new bank to be located at 28 West State 
Street, Trenton, New Jersey. 

Application for Federal deposit insurance 
and for consent to exercise limited trust 
powers: 

Merrill Lynch Bank and Trust Company, a 
proposed new bank to be located at 
Merrill Lynch Corporate Campus, 
Princeton Forrestal Center, Plainsboro 
Township, New Jersey. 

Request for financial assistance pursuant to 
section 13(c) of the Federal Deposit 
Insurance Act: 

Name and location of bank authorized to 
be exempt from disclosure pursuant to 
the provisions of subsections (c)(4), 
(c)(6), {c)(8), and (c)(9)(A)(ii) of the 
“Government in the Sunshine Act” (5 
U.S.C. 552b (c)(4), (c)(6), (c)(8), and 
(c)(9)(A)fii)). 

Personnel actions regarding appointments, 
promotions, administrative pay increases, 
reassignments, retirements, separations, 
removals, etc.: 





Names of employees authorized to be 
exempt from disclosure pursuant to the 
provisions of subsections (c)(2) and (c)(6) 
of the “Government in the Sunshine Act” 
(5 U.S.C. 552b (c)(2) and (c)(6)). 


The meeting will be held in the Board 
Room on the sixth floor of the FDIC 
Building located at 550—17th Street, 
N.W., Washington, D.C. 

Requests for further information 
concerning the meeting may be directed 
to Mr. Hoyle L. Robinson, Executive 
Secretary of the Corporation, at (202) 
389-4425. 


Dated: November 19, 1984. 
Federal Deposit Insurance Corporation. 
Hoyle L. Robinson, 
Executive Secretary. 
[FR Doc. 84-35809 Filed 11-20-84; 12:11 pm] 
BILLING CODE 6714-01-M 
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FEDERAL DEPOSIT INSURANCE 

CORPORATION 

Notice of Changes in Subject Matter of 

Agency Meeting. 

Pursuant to the provisions of 
subsection (e)(2) of the “Government in 
the Sunshine Act” (5 U.S.C. 552b(e)(2)), 
notice is hereby given that at its closed 
meeting held at 2:30 p.m. on Monday, 
November 19, 1984, the Corporation's 
Board of Directors determined, on 
motion of Chairman William M. Isaac, 
seconded by Director Irvine H. Sprague 
(Appointive), concurred in by Director 
C. T. Conover (Comptroller of the 
Currency), that Corporation business 
required the addition to the agenda for 
consideration at the meeting, on less 
than seven days’ notice to the public, of 
the following matters: 

Applications pursuant to section 19 of the 
Federal Deposit Insurance Act for consent 
to service of a person convicted of an 
offense involving dishonesty or a breach of 
trust as a director, officer, or employee of 
an insured bank (names of persons and 
name and location of bank authorized to be 
exempt from disclosure pursuant to the 
provisions of subsections (c)(6), (c)(8), and 
(c)(9)(A){ii) of the “Government in the 
Sunshine Act” (5 U.S.C. 552b(c)(6), (c)(8), 
and (c)(9)(A)(ii))). 

The Board further determined, by the 
same majority vote, that no earlier 
notice of these changes in the subject 
matter of the meeting was practicable; 
that the public interest did not require 
consideration of the matters in a 
meeting open to public observation; and 
that the matters could be considered in 
a closed meeting by authority of 
subsections (c)(6), (c)(8), and (c)(9){A)(ii) 
of the “Government in the Sunshine 
Act” (5 U.S.C. 552b{c)(6), (c)(8), and 
(c)(9)(A)(ii)). 


Dated: November 19, 1984. 
Federal Deposit Insurance Corporation. 
Hoyle L. Robinson, 
Executive Secretary. 
[FR Doc. 84-30866 Filed 11-20-84; 3:39 pm} 
BILLING CODE 6714-01-M 
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FEDERAL DEPOSIT INSURANCE 
CORPORATION 


Notice of Agency Meeting. 


Pursuant to the provisions of the 
“Government in the Sunshine Act” (5 
U.S.C. 552b), notice is hereby given that 
at 4:40 p.m. on Saturday, November 17, 
1984, the Board of Directors of the 
Federal Deposit Insurance Corporation 
met in closed session, by telephone 
conference call, to (1) receive bids for 
the purchase of certain assets of and the 
assumption of the liability to pay 
deposits made in First American 
Banking Company, Pendleton, Oregon, 
which was closed by the Superintendent 
of Banks for the State of Oregoan on 
Friday, November 16, 1984; (2) accept 
the bid for the transaction by Inland 
Empire Bank, Hermiston, Oregon, an 
insured State nonmember bank; and (3) 
approve the application of Inland 
Empire Bank, Hermiston, Oregon, for 
consent to purchase certain assets of 
and to assume the liability to pay 
deposits made in First American 
Banking Company, Pendleton, Oregon, 
and for consent to establish the two 
offices of First American Banking 
Company as branches of Inland Empire 
Bank; and (4) provide such financial 
assistance, pursuant to section 13(c)(2) 
of the Federal Deposit Insurance Act (12 
U.S.C. 1823(c)(2)), as was necessary to 
facilitate the purchase and assumption 
transaction. 

In calling the meeting, the Board 
determined, on motion of Chairman 
William M. Isaac, seconded by Director 
Irvine H. Sprague (Appointive), 
concurred in by Mr. David L. Chew, 
acting in the place and stead of Director 
C. T. Conover (Comptroller of the 
Currency), that Corporation business 
required its consideration of the matters 
on less than seven days’ notice to the 
public; that no earlier notice of the 
meeting was practicable; that the public 
interest did not require consideration of 
the matters in a meeting open to public 
observation; and that the matters could 
be considered in a closed meeting 
pursuant to subsections (c)(8), 
(c)(9)(A)(ii), and (c)(9)(B) of the 
“Government in the Sunshine Act” (5 
U.S.C. 552b(c)(8), (c)(9)(A)(ii), and 
(c)(9)(B)). 

Dated: November 19, 1984. 
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Federal Deposit Insurance Corporation. 
[FR Doc. 84~30867 Filed 11-21-84; 3:39 pm) 
BILLING CODE 6714-01-M 


FEDERAL ELECTION COMMISSION 

DATE AND TIME: Tuesday, November 27, 
1984. 

PLACE: 1325 K Street, NW., Washington, 
DC. 

STATUS: This meeting will be closed to 
the public. 

ITEMS TO BE DISCUSSED: Compliance. 
Litigation. Audits. Personnel. 


* * * * * 


DATE AND TIME: Thursday, November 29, 

1984. 

PLACE: 1325 K Street, NW., Washington, 

DC. (Fifth Floor). 

STATUS: This meeting will be open to the 

public. 

MATTERS TO BE CONSIDERED: 

Setting of dates of future meetings 

Correction and approval of minutes 

Eligibility for candidates to receive 
Presidential primary matching funds 

Draft advisory opinion #1984-33, Thomas F. 
Kelley, III, on behalf of National Restaurant 
Association PAC 

Draft Advisory Opinion #1984-52, Marty 
Russo, Member of Congress 

Petition for rulemaking filed by the National 
Council of Farmer Cooperatives—11 CFR 
§ 114.1(e) 

Finance Committee report 

Routine administrative matters 


PERSON TO CONTACT FOR INFORMATION: 
Mr. Fred Eiland, Information Officer, 
202-523-4065. . 

Marjorie W. Emmons, 

Secretary of the Commission. 

[FR Doc. 84-30793 Filed 11-20-84; 10:59 am] 

BILLING CODE 6715-01-M 
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FEDERAL HOME LOAN BANK BOARD 
“FEDERAL REGISTER” CITATION OF 
PREVIOUS ANNOUNCEMENT: Vol. 49, No. 
233, page 45522, November 16, 1984. 
PLACE: Board Room, Sixth Floor, 1700 G. 
St., NW., Washington, DC. 

sSTaTus: Open meeting. 

CONTACT PERSON FOR MORE 
INFORMATON: Ms. Gravlee (202-377- 
6677). 


CHANGES IN THE MEETING: The open 
meeting scheduled for November 30, at 
2:30 p.m., will now begin at 4:00 p.m. 
John F. Ghizzoni, | 

Assistant Secretary. 

No. 101, November 20, 1984. 


[FR Doc. 84-30880 Filed 11-20-84; 3:58 pm] 
BILLING CODE 6720-01-M 
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FEDERAL HOME LOAN BANK BOARD 


TIME AND DATE: 9:00 a.m. (Mtn. Time) on 
December 13, 1984, and 9:00 a.m. (Mtn. 
Time) on December 14, 1984. 


PLACE: Inn of Loretto. 


status: Federal Savings and Loan 
Advisory Council open meeting. 
CONTACT PERSON FOR MORE 
INFORMATION: Crista G. Martin (202- 
377-6294). 

MATTERS TO BE CONSIDERED: The 
Federal Savings and Loan Advisory 
Council will be considering how S&Ls 
can be Profitable while Concentrating 
on Housing Finance, 12/13; Increasing 
the S&L Industry's Capital, Interest 
Rate—Credit Risk, and Interstate 
Activity, 12/13; and Modernization and 
Decentralization of the Federal Home 
Loan Bank System. The papers and 
recommendations resulting from this 
research will be presented to the Bank 
Board at a FSLAC Council Meeting in 
December. 

John F. Ghizzoni, 

Assistant Secretary. 

No. 102, November 20, 1984. 

(FR Doc. 84-30881 Filed 11-20-84; 3:58 pm} 

BILLING CODE 6720-01-M 
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FEDERAL MARITIME COMMISSION 


TIME AND DATE: 9:00 a.m.—November 28, 
1984. 

PLACE: Hearing Room One—1100 L 
Street, N.W., Washington, D.C. 20573. 
STATUS: Parts of the meeting will be 
open to the public. The rest of the 
meeting will be closed to the public. 
MATTERS TO BE CONSIDERED: Portion 
open to the public: 

. Informal Docket No. 1441: Union Carbide 
Corp.—Battery Division v. Waterman 
Steamship Corp.—Consideration of the 
record. 


Portion closed to the public: 


. Docket No. 84-15: Dr. Ethel M. Hepner v. 
The Peninsular and Oriental Steamship 
Navigation Company—Consideration of 
the record. 


CONTACT PERSON FOR MORE 
INFORMATION: Francis C. Hurney, 
Secretary, (202) 523-5725. 

Francis C. Hurney, 

Secretary. 

(FR Doc. 84-30819 Filed 11-20-84; 11:41 am] 
BILLING CODE 6730-01-M 
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FEDERAL RESERVE SYSTEM 
TIME AND DATE: 10:00 a.m., Wednesday, 
November 28, 1984. 


PLACE: Marriner S. Eccles Reserve Board 
Building, C Street entrance between 20th 
and 21st Streets, N.W., Washington, 
D.C. 20551. 

STATUS: Closed. 

MATTERS TO BE CONSIDERED: 

1. Personnel actions (appointments, 
promotions, assignments, reassignments, 
and salary actions) involving individual 
Federal Reserve System employees. 

2. Any items carried forward from a 
previously announced meeting. 


CONTACT PERSON FOR MORE 
INFORMATION: Mr. Joseph R. Coyne, 
Assistant to the Board (202) 452-3204. 
You may call (202) 452-3207, beginning 
at approximately 5 p.m. two business 
days before this meeting, for a recorded 
announcement of bank and bank 
holding company applications scheduled 
for the meeting. 

Dated: November 20, 1984. 
William W. Wiles, 
Secretary of the Board. 
(FR Doc. 84-30879 Filed 11-20-84; 3:58 pm} 
BILLING CODE 6210-01-M 
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OCCUPATIONAL SAFETY AND HEALTH 
REVIEW COMMISSION 
TIME AND DATE: 10:00 a.m., Thursday, 
December 13, 1984. 
PLACE: Suite 316, 1825 K Street, NW.., 
Washington, DC. 
STATUS: Because of the subject matter, it 
is likely that this meeting will be closed. 
MATTERS TO BE CONSIDERED: Discussion 
of specific cases in the Commission 
adjudicative process. 
CONTACT PERSON FOR MORE 
INFORMATION: Mrs. Mary Ann Miller 
(202) 634-4015. 

Dated: November 20, 1984. 
Earl R. Ohman, Jr., 
Acting General Counsel. 
(FR Doc. 84-30806 Filed 11-28-84; 12:11 pm} 
BILLING CODE 7600-01-M 


12 
POSTAL SERVICE BOARD OF GOVERNORS 
Notice of vote to close meeting. 

At its meeting on November 13, 1984, 
the Board of Governors of the United 
States Postal Service unanimously voted 
to close to public observation its 
meeting, scheduled for December 11, 
1984, in Washington, D.C. The meeting 
will involve: (1) a continuation of the 
discussion of strategies and positions in 
connection with possible continued 
collective bargaining negotiations, 
pursuant to chapter 12 of title 39 United 
States Code, involving parties to the 
1981 National Agreements, between the 
Postal Service and four labor 
organizations representing certain 


postal employees, which expired in July 
1984; and (2) further consideration of the 
Postal Rate Commission's September 7, 
1984, Recommended Decision in Docket 
No. R84-1, the omnibus rate case. 

The meeting is expected to be 
attended by the folfowing persons: 
Governors Babcock, Camp, McKean, 
Peters, Ryan, Sullivan and Voss; 
Postmaster General Bolger; Deputy 
Postmaster General Finch, Secretary to 
the Board Harris; General Counsel Cox; 
Senior Assistant Postmasters General 
Coughlin and Morris; and Counsel to the _ 
Governors Califano. 

As to the first of these agenda items, 
the Board is of the opinion that public 
access to any discussion of possible 
strategieo that Postal Service 
management may decide to adopt, or the 
positions it may decide to assert, would 
be likely to frustrate action to carry out 
those strategies or assert those positions 
successfully. In making this 
determination, the Board is aware that 
the effectiveness of the collective 
bargaining process in labor-management 
relations has traditionally depended on 
the ability of the parties to prepare 
strategies and formulate positions 
without prematurely disclosing them to 
the opposite party. The public has a 
particular interest in the integrity of this 
process as it relates to the Postal 
Service, since the outcome of the 
negotiations between the Postal Service 
and the various postal unions, and 
consequently the cost, quality and 
efficiency of postal operations, may be 
adversely affected if the process is 
altered. 

Accordingly, the Board of Governors 
has determined that, pursuant to section 
552(c)(3) of title 5, United States Code, 
and section 7.3(c) of title 39, Code of 
Federal Regulations, this portion of the 
meeting is exempt from the open 
meeting requirement of the Government 
in the Sunshine Act [5 U.S.C. 552b(b)], 
because it is likely to disclose 
information prepared for use in 
connection with the negotiation of 
collective bargaining agreements under 
chapter 12 of title 39, United States 
Code, which is specifically exempted 
from disclosure by section 410(c){3) of 
title 39, United States Code. The Board 
has determined further that, pursuant to 
section 552b(c)(9)(B) of title 5, United 
States Code, and section 7.3(i) of title 39, 
Code of Federal Regulations, the 
discussion is exempt because it is likely 
to disclose information the premature 
disclosure of which is likely to frustrate 
significantly proposed Postal Service 
action. Finally, the Board of Governors 
has determined that the public has an 
interest in maintaining the integrity of 





the collective bargaining process and 
that the public interest does not require 
that the Board's discussion of its 
possible collective bargaining strategies 
and positions be open to the public. 

As to the second agenda item, the 
Board is of the opinion that public 
access to the discussions would be 
likely to disclose information that will 
become involved in future rate or 
classification litigation. 

Accordingly, the Board of Governors 
has determined that, pursuant to section 
552b(c)(3) of title 5, United States Code, 
and section 7.3(c) of title 39, Code of 
Federal Regulations, this portion of the 
meeting is exempt from the open 
meeting requirements of the Goverment 
in the Sunshine Act, because it is likely 
to disclose information in connection 


with proceedings under chapter 36 of 
title 39 (having to do with postal 
ratemaking, mail classification and 
changes in postal services), which is 
specifically exempted from disclosure 
by section 410(c)(4) of title 39, United 
States Code. The Board has determined 
further that, pursuant to section 
552b(c)(10) of title 5, United States Code, 
and section 7.3(j) of title 39, Code of 
Federal Regulations, the discussion is 
exempt because it is likely to 
specifically concern the participation of 
the Postal Service in a civil action or 
proceeding or the litigation of a 
particular case involving a 
determination on the record after 
opportunity for a hearing. The Board 
further determined that the public 
interest does not require that the Board's 
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discussion of the matter be open to the 
public. 

In accordance with section 552b(f)(1) 
of title 5, United States Code, and 
section 7.6(a) of title 39, Code of Federal 
Regulations, the General Counsel of the 
United States Postal Service has 
certified that in his opinion the meeting 
to be closed may properly be closed to 
public observation, pursuant to sections 
552b(c)(3), (9)(B) and (1) of title 5 and 
sections 410(c)(3) and (4) of title 39, 
United States Code, and sections 7.3(c), 
(i) and (j) of title 39, Code of Federal 
Regulations. 

David F. Harris, 

Secretary. 

[FR Doc. 84~30878 Filed 11-20-84; 3:58 pm] 
BILLING CODE 7710-12-M 
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Department of Labor 


Employment Standards Administration, 
Wage and Hour Division 


Minimum Wages for Federal and 
Federally Assisted Construction; General 
Wage Determination Decisions, Notice 





DEPARTMENT OF LABOR 


Employment Standards 
Administration, Wage and Hour 
Division 


Minimum Wages for Federal and 
Federally Assisted Construction; 
General Wage Determination 
Decisions 


General wage determination decisions 
of the Secretary of Labor specify, in 
accordance with applicable law and on 
the basis of information available to the 
Department of Labor from its study of 
local wage conditions and from other 
sources, the basic hourly wage rates and 
fringe benefit payments which are 
determined to be prevailing for the 
described classes of laborers and 
mechanics employed on construction 
projects of the character and in the 
localities specified therein. 

The determinations in these decisions 
of such prevailing rates and fringe 
benefits have been made by authority of 
the Secretary of Labor pursuant to the 
provisions of the Davis-Bacon Act of 
March 3, 1931, as amended (46 Stat. 
1494, as amended, 40 U.S.C. 276a) and of 
other Federal statutes referred to in 29 
CFR 5.1 (including the statutes listed at 
36 FR 306 (1970) following Secretary of 
Labor's Order No. 24-70) containing 
provisions for the payment of wages 
which are dependent upon 
determination by the Secretary of Labor 
under the Davis-Bacon Act; and 
pursuant to the provisions of part 1 of 
subtitle A of title 29 of Code of Federal 
Regulations, Procedure for 
Predetermination of Wage Rates, 48 FR 
19533 (1983) and of Secretary of Labor's 
Orders 9-83, 48 FR 35736 (1983), and 6- 
84, 49 FR 32473 (1984). The prevailing 
rates and fringe benefits determined in 
these decisions shall, in accordance 
with the provisions of the foregoing 
statutes, constitute the minimum wages 
payable on Federal and federally 
assisted construction projects to 
laborers and mechanics of the specified 
classes engaged on contract work of the 
character and in the localities described 
therein. 

Good cause is hereby found for not 
utilizing notice and public procedure 
thereon prior to the issuance of these 
determinations as prescribed in 5 U.S.C. 
553 and not providing for delay in 
effective date as prescribed in that 
section, because the necessity to issue 


construction industry wage 
determination frequently and in large 
volume causes procedures to be 
impractical and contrary to the public 
interest. 

General wage determination decisions 
are effective from their date of 
publication in the Federal Register 
without limitation as to time and are to 
be used in accordance with the 
provisions of 29 CFR Parts 1 and 5. 
Accordingly, the applicable decision 
together with any modifications issued 
subsequent to its publication date shall 
be made a part of every contract for 
performance of the described work 
within the geographic area indicated as 
required by an applicable Federal 
prevailing wage law and 29 CFR, Part 5. 
The wage rates contained therein shail 
be the minimum paid under such 
contract by contractors and 
subcontractors on the work. 


Modifications and Supersedeas 
Decisions to General Wage 
Determination Decisions 

Modifications and supersedeas 
decisions to general wage determination 
decisions are based upon information 
obtained concerning changes in 
prevailing hourly wage rates and fringe 
benefit payments since the decisions 
were issued. 

The determinations of prevailing rates 
and fringe benefits made in the 
modifications and supersedeas 
decisions have been made by authority 
of the Secretary of Labor pursuant to the 
provisions of the Davis-Bacon Act of 
March 3, 1931, as amended (46 Stat. 
1494, as amended, 40 U.S.C. 276a) and of 
other Federal statutes referred to in 29 
CFR 5.1 {including the statutes listed at 
36 FR 306 (1970) following Secretary of 
Labor's Order No. 24-70) containing 
provisions for the payment of wages 
which are dependent upon 
determination by the Secretary of Labor 
under the Davis-Bacon Act; and 
pursuant to the provisions of Part 1 of 
Subtitle A of Title 29 of Code of Federal 
Regulations, Procedure for 
Predetermination of Wage Rates, 48 FR 
19533 (1983) and of Secretary of Labor's 
Order, 6-84, 49 FR 32473 (1984). The 
prevailing rates and fringe benefits 
determined in foregoing general wage 
determination decisions, as hereby 
modified, and/or superseded shall, in 
accordance with the provisions of the 
foregoing statutes, constitute the 
minimum wages payable on Federal and 
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federally assisted construction projects 
to laborers and mechanics of the 
specified classes engaged in contract 
work of the character and in the 
localities described therein. 

Modifications and supersedeas 
decisions are effective from their date of 
publication in the Federal Register 
without limitation as to time and are to 
be used in accordance with the 
provisions of 29 CFR Parts 1 and 5. 

Any person, organization, or 
governmental agency having an interest 
in the wages determined as prevailing is 
encouraged to submit wage rate 
information for consideration by the 
Department. Further information and 
self-explanatory forms for the purpose 
of submitting this data may be obtained 
by writing to the U.S. Department of 
Labor, Employment Standards 
Administration, Wage and Hour 
Division, Office of Program Operations, 
Division of Government Wage 
Determinations, Washington, D.C. 20210. 
The cause for not utilizing the 
rulemaking procedures prescribed in 5 
U.S.C. 553 has been set forth in the 
original General Determination 
Decision. 


Modifications to General Wage 
Determination Decisions 


The numbers of the decisions being 
modified and their dates of publication 
in the Federal Register are listed with 
each State. 


Supersedeas Decisions to General Wage 
Determination Decisions 


The numbers of the decisions being 
superseded and their dates of 
publication in the Federal Register are 
listed with each State. Supersedeas 
decision numbers are in parentheses 
following the number of decisions being 


superseded. 
Florida: FL83-1031(FL84-1022) 


Signed at Washington, D.C. this 16th day of 
November 1984. ; 


James L. Valin, 
Assistant Administrator. 


BILLING CODE 4510-27-M 








MODIFICATIONS P. 1 












DECISION #FL81-1187 - MOD, 


“Y46 FR 12405 - February 
13, 1981) 
Citrus, Hernando, Hills- 
borough, Manatee, Pasco, 
Pinellas, Sarasota, & 
Sumter Counties, Florida 








DECISION NO. MO84-4097 - 
MOD. #1 , pal 
(43 FR 39434 = October 5, 
1984) 

Pettis and Saline Cos., 
Missouri 










DESCRIPTION OF WORK TO: 
Heavy Construction CaANGE: 
excluding Sewer & Water 
Treatment Plant 3.00 
construction projects 3.00 
in Hillsborough County 
only 3.00 
3.06 
3.00 
3.00 
OECE STON NO, MO84-4062 ~ ce 
192 FR fous - October 12 3.00 
) 
Boone, Cooper and Howard 3.00 
‘Counties, Missouri ao 
3.00 
3-00 






3.00 


3.00 |"3e 








‘acation Fund of $1.05 
plus $,35 supplemental 
dyes included in basic 





3.00 





(b) 3. 
(¢) 3:00 hourly rate 
(4) 3.00 J” ; 
Group 4 3.00 
Group 5 3.00 
Group 6 3.00 
Group 7 
ta) 3.00 
(b) 3.00 
(e) 3.00 
Group 8 3.00 
Group 9 3.00 


*Note: 

‘acation Pund of $1.05 
plus §,35 supplemental 
dues included in basic 
hourly rate 


[= PA 





| MODICATIONS P.2 


— ‘DECISION NO. NY81-3034 - 
tage "MOD. 
anefits j (46 FR 30271 = June 5, 
— 1981) 

ONEIDA COUNTY, NEW YORK 





CHANGE: 


LABORERS (BUILDING) : 
| Remainder of County: 
Laborers 10.64 ren 
Pipelayer, mortar mixer, 
Motor buggy (walk 
behind), Walk behind 
power high lift 













2.70+ 


fe 











~o Blasters, form setters, | 
S and motor buggy (rider 
3.00 type) 2.70+d 
3-00 Wagon drill operator 2.70+d 
3.00 
3.00 
3.00 IDECISION NO. NY84~-3005 - 
3.00 MOD. 
3.00 (49 FR 7911 - March 2, 
1984) 

3.00 |ALBANY, COLUMBIA, GREENE, 
3.00 |FULTON, MONTGOMERY, 
3.00 IRENSSELAER, SARATOGA, 
3.00 ISCHENECTADY, SCHOHARIE & 
3.00 WASHINGTON COUNTIES, 

\NEW YORK 

iCHANGE: 


SHEET METAL WORKERS 


Light commercial (40 tons 
or less of air condition 
ing and/or heating; 
shopping centers - 20 
tons or less of air 
conditioning per store; 
ventilation for kitchen 
hoods) 10.48 | .30 

Multiple family housing 
units where each indivi- 
dual family apartment is 
individually conditioned 
by a separate and inde- 
pendent unit or system 10.48 Lon 
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SUPERSEDEAS DECISION 


STATE: FLORIDA COUNTY: HILLSPOROUGH 

DECISION NUMBER: . FL84-1022 DATE: Date of Publication 

Supersedes Decision Number FL83-1031, dated April 22, 1983, in 48 FR 17502. 

DESCRIPTION OF WORK: BUILDING CONSTRUCTION PROJECTS - Including Sewer & Water 
treatment plant construction projects (excluding single family homes and 
apartments projects up to and including four (4) stories). 


PEST CONTROLLERS 
(EXTERMINATORS) 

PILEDRIVERMEN 

PIPEFITTERS (Excluding 
Air Conditioning and 
Heating work) 


AIR CONDITIONING & 
HEATING MECHANICS 
ASBESTOS WORKERS/HEAT & 
FROST INSULATORS/ 
MECHANICAL INSULATORS 
BOILERMAKERS 


BRICK & BLOCK MASONS PIPFLAYERS 
BRICK & BLOCK MASONS* PLUMRERS 

TENDERS PLASTERERS 
CARPENTERS: STUCCO WORKERS 
ACOUSTICAL CEILING ROOFERS 

MECHANICS ROOFERS' KETTLEMEN 


SHEET METAL WORKERS 
(INCLUDING DUCT INSTALL 
ERS) 

SOFT FLOOR LAYERS & 
RESILIENT FLOOR 
MECHANICS 

SPRINKLER FITTERS 

TRUCK DRIVERS 

WELDERS: Receive rate 
prescribed for craft 
performing operation to 
which welding is inci- 
dental. 


CARPENTERS (INCLUDING 
CABINET MAKERS, BATH- 
ROOM STALLS & OTHER 
MISCELLANEOUS FIXTURES) 

CARPET LAYERS/INSTALLERS 

CEMENT MASONS/CONCRETE 
FINISHERS 

CONCRETE LABORERS 
DRYWALL FINISHERS & TAPERS 
DRYWALL HANGERS/MECHANICS 
& METAL STUD WORKERS 
ELECTRICIANS (INCLUDING 
LOW VOLTAGE TECHNICIANS) 
ELEVATOR CONSTRUCTORS: 






14.455) 3.00+a) POWER FOUIPMENT OPERATORS) 


MECHANICS 

HELPERS 10.12 | 3.00+a) BACKHOE 7.51 

PROBATIONARY HELPERS BULLDOZER 7.14 
GLAZIERS CONCRETE PUMP 8.47 
INSULATION INSTALLERS CRANE, DERRICK, DRAG- 

(BATT & BLOWN) LINE 16.31 | 3.105 
IRONWORKERS FRONT END LOADER 7.35 
LAPORERS: HOIST 16.31 | 3.105 

UNSKILLED MOTOR GRADER 7.88 

LANDSCAPE ROLLER 6.50 
LATHERS SCRAPPER - PAN 7.36 
LAWN SPRINKLER SYSTEMS SHOVEL 6.08 

INSTALLERS TRACTOR 6.50 


LINEMEN 


MARBLE, TILE, TERRA220 
WORKERS 

MARBLE, TILE & TERRAZZO 
FINISHERS (HELPERS) 
MILLWRIGHTS 

PAINTERS 


SEE PAGE 2 FOR FOOTNOTE 
tae 


’ 


DECISION NO. FL84-1022 PAGE 2 


FOOTNOTES 


SEVEN PAID HOLIDAYS: New Year's Day, Memoria) Day, Independence Day, 
Labor Day, Thanksgiving Day, Friday after Thanksgiving Day, Christmas 
Day: VACATION PAY CREDIT: Employer contributes 8% of regular hourly 
rate for employee with 5 years or more of service and 6% for employee 


with 6 months to 5 years of service. 
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Part Ill 


Department of 
Education 


34 CFR Parts 350, 352, 358, and 359 
National Institute of Handicapped 
Research Provisions; Proposed Rule 





DEPARTMENT OF EDUCATION 


34 CFR Parts 350, 352, 358, and 359 


National institute of Handicapped 
Research; Proposed Provisions 


AGENCY: Department of Education. 


ACTION: Notice of proposed rulemaking. 


SUMMARY: The Secretary proposes to 
amend the regulations governing the 
National Institute of Handicapped 
Research (NIHR). These amendments 
will implement certain changes to Titles 
II and III of the Rehabilitation Act of 
1973 made by Pub. L. 98-221, the 
Rehabilitation Amendments of 1984. 


DATE: Comments must be received on or 
before January 7, 1985. 
ADDRESSES: Comments should be 
_ addressed to: Betty Jo Berland, National 
Institute of Handicapped Research, 
Department of Education, 400 Maryland 
Avenue, N.W., Switzer Building, Room 
3078, Washington, D.C. 20202. 
FOR FURTHER INFORMATION CONTACT: 
Betty Jo Berland. Telephone: (202) 732- 
1139; deaf or hearing impaired 
individuals may call (202) 732-1198 for 
TTY services. 
SUPPLEMENTARY INFORMATION: The 
National Institute of Handicapped 
Research (NIHR), created under Title II 
of the Rehabilitation Act of 1973, as 
amended by Pub. L. 95-602, carries out a 
variety of research and related activities 
under that statutory authority. On . 
September 10, 1981, the Secretary 
published final program regulations 
governing many of those activities (46 
FR 45300), and on March 12, 1984 and 
June 18, 1984, revised those regulations 
(49 FR 9324, 24978). The Secretary now 
proposes regulations to implement 
changes to the Act affecting NIHR made 
by Pub. L. 98-221, the Rehabilitation 
Amendments of 1984, enacted on 
February 22, 1984. 

The amendments to the Act authorize 
a new program of innovation grants 
under section 204(b)(13) to test new 
concepts and innovative ideas; 
demonstrate research results of high 
potential benefits; purchase prototype 
aids and devices for evaluation; develop 
unique rehabilitation training curricula; 
and respond to special initiatives of the 
Secretary. These proposed amendments 
to the regulations would implement this 
new program authority and include rules 
to establish eligibility requirements, 
provide criteria for evaluation of 
applications, and provide a method for 
selection of successful applicants. 

The Act, as amended, further provides 
that regulations and administrative | 
procedures with respect to financial 


assistance under the Innovation Grants 
program be expedited to the maximum 
extent possible. The proposed 
regulations simplify the selection 
criteria for reviewing applications under 
this program, and permit periodic peer 
review and award of funds within a 
fiscal year to ensure more timely 
funding of innovative projects under the 
program. 

The Act was also amended to provide 
that Research and Training Centers 
(RTCs) need not necessarily be 
terminated at the conclusion of the 
project period. These proposed 
regulations establish criteria and 
procedures to enable the Secretary to 
decide whether to continue without 


_competition a specific RTC grant at the 


conclusion of the funding period. 

In adopting this provision, the 
Congress provided for those exceptional 
circumstances in which it would be a 
major disadvantage to discontinue 
funding a particular RTC. It is the 
Secretary's understanding that this 
provision is meant to be invoked only in 
unusual circumstances, and that 
competition remains the principal means 
of obtaining financial assistance under 
this program. 

In addition, the legislation transfers 
authority for the conduct of the special 
projects and demonstrations program 
for spinal cord injuries from the 
Rehabilitation Services Administration 
(RSA) to NIHR. These proposed 
amendments to the regulations include 
provisions, with selection criteria, to 
implement that program in NIHR. 

A summary of the proposed 
regulations follows. 


Part 350—Handicapped Research: 
General Provisions 


The Secretary amends §§ 350.1, 350.3, 
350.20, 350.30, 350.34, and 350.40 so that 
appropriate provisions of Part 350, 
generally applicable to NIHR programs, 
apply to the new Innovation Grants 
program and to the Special Projects and 
Demonstrations for Spinal Cord Injuries 
program recently transferred to NIHR. 


Part 352—Handicapped Research: 
Rehabilitation Research and Training 
Centers 


The Secretary amends § 352.10(c) to 
authorize grantees to use grant funds for 
faculty support and to require grantees 
to give priority to the training of 
students preparing to be rehabilitation 
personnel. These provisions implement 
amendments to section 204(b)(1) of the 
Act made by section 123(a) of Pub. L. 
98-221. 

A new § 352.33 permits the Secretary 
to renew a Rehabilitation Research and 
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Training Center grant without _ 
competition at the end of the project 
period on the basis of specified criteria. 
This section implements a provision 
added to section 204(b)(1) of the Act by 
section 123(a) of Pub. L. 98-221 


Part 358—Handicapped Research: 
Innovation Grants Program 


Subpart A—General 


Sections 358.1-358.4 describe the 
purpose of the Innovation Grants 
program and incorporate provisions of 
Part 350 relating to eligibility, applicable 
regulations, and definitions. The 
Secretary proposes that § 75.217 (c)-{e) 
of the Education Department General 
Administrative Regulations (EDGAR) 
not apply to the Innovation Grants 
Program. Those provisions describe how 
the Secretary normally selects 
applications for new grants under the 
Department's discretionary programs 
and provide for the creation of a rank 
ordering of applications based solely on 
the evaluations of those applications by 
groups of experts. The Secretary 
believes that a rank ordering is 
unnecessary and would be unworkable 
as applied to the Innovation Grants 
Program, since applications will be 
reviewed, and awards made, throughout 
the fiscal year as provided in proposed 
§ 358.31. While the Secretary proposes 
to exempt this program from the rank 
ordering requirements of § 75.217 (c)-(e), 
the remaining provisions of those 
regulations have been incorporated into 
§ 358.31.358. 


Subpart B—What Kinds of Activities 
Does the Secretary Support Under This 
Program? 


Section 358.10 describes specific types 
of projects and activities that may be 
supported under the Innovation Grants 
program. 


Subpart D—How Does the Secretary 
Make a Grant? 


Section 358.30 incorporates the peer 
review procedures of §§ 350.30-350.32. 

Sections 358.31-358.33 describe how 
the Secretary invites applications, the 
selection criteria used by the peer 
review panel and the Secretary, and 
additional factors the Secretary 
considers in selecting grantees. 


Part 359—Handicapped Research: 
Special Projects and Demonstrations for 
Spinal Cord Injuries 


Subpart A—General 


Sections 359.1-359.4 describe the 
purpose of the program, identify eligible 
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applicants, and incorporate provisions 
of Part 350 relating to regulations and 
definitions. 


Subpart B—What Kinds of Activities 
Does the Secretary Support Under This 
Program? 


Section 359.10 describes specific types 
of projects and activities that may be 
supported under this program. 

Section 359.11 describes certain 
activities that each grantee must carry 
out. 


Subpart D—How Does the Secretary 
Make a Grant? 


Section 359.30 incorporates the peer 
review procedures of §§ 350.30-350.32. 

Section 359.31 describes the selection 
criteria by which the Secretary and the 
peer review panel review applications. 


Executive Order 12291 


These proposed regulations have been 
reviewed in accordance with Executive 
Order 12291. 

They are not classified as major 
because they do not meet the criteria for 
major regulations established in the 
Order. 


Regulatory Flexibility Act Certification 


The Secretary certifies that these 
proposed regulations will not have a 
significant economic impact on a 
substantial number of small entities. The 
application and reporting requirements 
are not burdensome, and no other costs 
are imposed on small entities. 


Invitation To Comment 


Interested persons are invited to 
submit comments and recommendations 
regarding these proposed regulations. 

All comments submitted in response 
to these proposed regulations will be 
available for public inspection, during 
and after the comment period, in Room 
3072, Switzer Building, 330 C Street, 
SW., Washington, D.C., between the 
hours of 8:30 a.m. and 4:00 p.m., Monday 
through Friday of each week except 
Federal holidays. 

To assist the Department in complying 
with the specific requirements of 
Executive Order 12291 and the 
Paperwork Reduction Act of 1980 and 
their overall requirement of reducing 
regulatory burden, public comment is 
invited on whether there may be further 
opportunities to reduce any regulatory 
burdens found in these proposed 
regulations. 


Assessment of Educational Impact 


The Secretary particularly requests 
comments on whether the regulations in 
this document would require 
transmission of information that is being 


gathered by or is available from any 
other agency or authority of the United 
States. 


Paperwork Reduction Act of 1980 


The information collection 
requirements contained in these 
proposed regulations (§§ 358.31 and 
358.32) will be sent to the Office of 
Management and Budget for review 
under the provisions of the Paperwork 
Reduction Act of 1980 (Pub. L. 96-511). 

A copy of any comments that only 
concern information coliection 
requirements should be sent to the 
Office of the Information and Regulatory 
Affairs, Office of Management and 
Budget, New Executive Office Building, 


Room 3208, 17th Street and 


Pennsylvania Avenue, N.W., 
Washington, D.C. 20503. Attention: Desk 
Officer for the U.S. Department of 
Education. 


List of Subjects 
34 CFR Part 350 


Administrative practice and 
procedure, Education, Educational 
research, Grant programs—education, 
Handicapped. 


34 CFR Part 352 


Education, Educational research, 
Grant programs—education, 
Handicapped, Manpower training 
programs, Vocational rehabilitation. 


34 CFR Part 358 


Education, Educational research, 
Grant programs—education, 
Handicapped, Reporting and 
recordkeeping requirements, Vocational 
rehabilitation. 


34 CFR Part 359 


Education, Educational research, 
Grant programs—education, 
Handicapped, Vocational rehabilitation. 

Citation of Legal Authority: A citation 

of statutory or other legal authority is 
placed in parentheses on the line 
following each substantive provision of 
these proposed regulations. 
(Catalog of Federal Domestic Assistance No. 
84.133, National Institute of Handicapped 
Research) 

Dated: November 16, 1984. 

T.H. Bell, 
Secretary of Education. 


The Secretary proposes to amend 
Title 34 of the Code of Federal 
Regulations by amending Parts 350 and 
352 and adding new Parts 358 and 359 as 
follows: 
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PART 350—HANDICAPPED 
RESEARCH: GENERAL PROVISIONS 


1. In § 350.1, paragraph (b) is revised 
to read as follows: 


§ 350.1 Handicapped 

(b) The Secretary awards financial 
assistance through nine types of 
programs: 

(1) Research and demonstration 
projects (34 CFR Part 351). 

(2) Research grants for establishment 
and operation of rehabilitation research 
and training centers (34 CFR Part 352). 

(3) Research grants for establishment 
and operation of rehabilitation 
engineering centers (34 CFR Part 353). © 

(4) Research grants for establishment 
and operation of model training centers 
(34 CFR Part 354). 

(5) Knowledge dissemination and 
research utilization projects (34 CFR 
Part 355). 

(6) Research fellowships (34 CFR Part 
356). 

(7) Field-initiated research projects (34 
CFR Part 357). 

(8) Innovation Grants projects (34 CFR 
Part 358). 

(9) Special Projects and 
Demonstrations for Spinal Cord Injuries 
(34 CFR Part 359). 


(Secs. 200 and 204; 29 U.S.C. 760 and 762) 


2. In § 350.3, paragraphs (a) and (c) 
are revised to read as follows: 


§ 350.3 What regulations apply to these 
programs? 

(a) The Education Department 
General Administrative Regulations 
(EDGAR), established in title 34 of the 
Code of Federal Regulations in— 

(2) Part 74 (Administration of Grants); 

(2) Part 75 (Direct Grant Programs), 
except as noted in 34 CFR 352.33 and 
358.3. $ 
(3) Part 77 (Definitions that Apply to 
Department Programs); and 
(4) Part 78 (Education Appeal Board). 


* * * 


(c) The regulations in 34 CFR Parts 
351, 352, 353, 354, 355, 357, 358, or 359, as 
appropriate; and 

3. Section 350.20 is revised to read as 
follows: 


§ 350.20 What are the appiication 
procedures for these programs? 

An applicant for assistance under 34 
CFR Parts 351, 352, 353, 354, 355, 357, 
358, or 359, shall submit a copy of its 
application to the State rehabilitation 
agency for comment in accordance with 





the procedures in EDGAR, 34 CFR 
75.155-75.159. 
(Secs. 204{c} and 306{i)}; 29 U.S.C. 762{c) and 
766(a)) 

4. Section § 350.30 is revised to read 
as follows: 


§ 350.30 To whom does the Secretary 
refer an application? 

The Secretary refers each application 
for a grant under the Handicapped 
Research Programs to a peer review 
panel established by the Secretary. Peer 
review panels review applications for 
the Secretary on the basis of selection 
criteria described in 34 CFR 350.34, 
358.32 or 359.31, as appropriate. 


(Sec. 202{e); 29 U.S.C. 761a{e)) 
5. The heading of § 350.34 is revised to 


read as follows, and the table of 
contents of Part 350 is amended 


accordingly. 


Secretary reviewing applications 
under Parts 351, 352, 353, 354, 355, and 
357? 


* * ~ + 


6. Section 350.40 paragraph (b) is 
revised to read as follows: 


§ 350.40 What are the matching 
requirements? 


. 7 * * * 


(b)(1) The Secretary may make grants 
to pay for part or all of the costs of the 
following activities: 

(i) Establishment and support of 
Rehabilitation Research and Training 
Centers, Rehabilitation Engineering 
Centers, and Model Training Centers. 

(ii) Research and other special 
projects and demonstrations concerned 
with spinal cord injury. 

(iii) Research projects concerned with 
end-stage renal disease, tele- 
communications, rehabilitation of 
handicapped children and handicapped 
individuals who are aged sixty or older, 
attracting and retaining rehabilitation 
professionals in rural areas, producing 
and distributing captioned video 
cassetts for deaf individuals, and 
innovative methods of providing 
services for handicapped children and 
their parents. 

(iv) Joint projects with other Federal 
agencies and private industry. 

(v) Research to test new concepts and 
innovative ideas. 

(vi) International programs of 
research, demonstration, training, 
exchange of experts, and technical 
assistance. 

(2) The Secretary determines at the 
time of the award whether the grantee 
must pay a portion of the project or 
center costs. 


(Sec. 204; 29 U.S.C. 762) 


PART 352—HANDICAPPED 
RESEARCH: REHABILITATION 
RESEARCH AND TRAINING CENTERS 


7. In § 352.10, paragraph (c) is 
amended by adding at the end thereof 
two sentences to read as follows: 


§ 352.10 What types of centers are 
authorized under this program? 

(c) ** * * Grantees may also use grant 
funds for faculty support for teaching of 
rehabilitation related courses of study 
for credit and other courses offered by 
the institutions of higher education 
affiliated with the Center. Each grantee 
shall give priority to training of students 
preparing to be rehabilitation personnel. 

8. A new § 352.33 is added to read as 
follows, and the table of contents of Part 
352 is amended accordingly: 


§ 352.33 May the Secretary renew a 
Research and Training Center grant without 
competition? 

(a) Notwithstanding the provisions of 
EDGAR, 34 CFR 75.253(d), the Secretary 
may renew a Rehabilitation Research 
and Training Center (RTC) grant without 
competition at the end of the project 
pericd if— 

(1) The RTC is performing work in an 
area of continued high priority to the 
Secretary and is working on long-range 
solutions to rehabilitation problems; 

(2) The RTC has submitted to the 
Secretary, not later than 15 months 
before the end of its project period, a 
formal request for renewal without 
competition; 

(3) The Secretary has determined, on 
the basis of available documentation, 
and site visits by NIHR staff where 
necessary, that the RTC can make a 
significant contribution to knowledge in 
rehabilitation; 

(4) The RTC has submitted to the 
Secretary no later than six months 
before the expiration of its current 
project period a proposal for the 
activities to be conducted during the 
period for which funding is being 
requested; 

(5) An independent peer review panel 
has conducted an on-site review of 
activities and written or material 
products of the Center, has reviewed the 
proposal for the new project period, and 
has made a recommendation to the 
Secretary on whether the Center should 
be continued; and 

(6) The Secretary has determined, on 
the basis of the above factors, that to 
discontinue the work of the Center 
would result in an irretrievable loss of 
potential advances in knowledge and of 
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substantial prior investment, and would 
be contrary to the interests of the 
Government. 

(b) A noncompetitive award may be 
for a period up to 60 months. No Center 
may be renewed for more than 60 
months beyond its original project 
period without competition. 


(Sec. 204(b)(1); 29 U.S.C. 762(b)(1)) 


9. A new Part 358 is added to read as 
follows: 


PART 358—HANDICAPPED 
RESEARCH: INNOVATION GRANTS 
PROGRAM 


Subpart A—General 


Sec. 

358.1 What is the Innovation Grants 
program? 

358.2 Who is eligible for assistance under 
this program? 

358.3 What regulations apply to this 
program? 

358.4 What definitions apply to this program? 

358.5-358.9 [Reserved] 


Subpart B—What Kinds of Activities Does 

the Secretary Assist Under This Program? 

358.10 What types of projects are authorized 
under this program? 

358.11-358.19 [Reserved] 


Subpart C—[Reserved] 


Subpart D—How Does the Secretary Make 

a Grant? 

358.30 How is peer review conducted under 
this program? 

358.31 How does the Secretary select 
applications for new grants? 

358.32 What selection criteria does the 
Secretary use in reviewing applications 
under this program? 

358.33 What are the priorities for funding 
under this program? 

358.34 What is the maximum amount of a 
grant for any fiscal year? 

358.35-358.39 [Reserved] 

Authority: Section 204(b)(13) of the 
Rehabilitation Act of 1973 (Pub. L. 93-112), as 
amended (29 U.S.C. 762(b)(13)), unless 
otherwise noted. 


Subpart A—General 


§ 358.1 What is the Innovation Grants 
program? 

This program is designated to provide 
financial support to projects that— 

(a) Test new concepts and innovative 
ideas; 

(b) Demonstrate research results of 
high potential benefits; 

(c) Purchase and evaluate prototype 
aids and devices; 

(d) Develop unique rehabilitation 
training curricula; and 

(e) Respond to special initiatives of 
the Secretary, including projects to 
conduct feasibility, planning, and 
evaluation studies, conferences, and 
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other activities to disseminate specific 
research findings. 


(Sec. 204(b)(13); 29 U.S.C. 762(b)(13)) 


§ 358.2 Who is eligible for assistance 
under this program? 

The agencies and organizations 
eligible to apply under this program are 
described in 34 CFR 350.2. 


(Sec. 204; 29 U.S.C. 762) 


§ 358.3 What regulations apply to this 
program? 

The regulations references in 34 CFR 
350.3 apply to this program, except for 
34 CFR 75.217(c)-(e). 


(Sec. 204; 29 U.S.C. 762) 


§ 358.4 What definitions apply to this 
program? 

The definitions listed in 34 CFR 350.4 
apply to this program. 
(Sec. 202(i)(1); 29 U.S.C. 761a(i){1)) 


§§ 358.5-358.9 [Reserved] 


Subpart B—What Kind of Activities 
Does the Secretary Assist Under This 
Program? 


§ 358.10 What types of projects are 
authorized under this program? 

The Innovation Grants program 
provides financial assistance for the 
following types of projects: 

(a) Research, demonstration, and 
related activities to test new concepts 
and innovative ideas in rehabilitation of 
disabled individuals or to demonstrate 
research results of high potential 
benefits. 

(b) Research, demonstration, and 
related activities which are responsible 
to special initiatives of the Secretary, 
are unique or innovative, or could not be 
carried out in a timely manner under the 
institution’s other programs. 

(c) Projects to purchase and evaluate 
prototype aids and devices, or to 
demonstrative innovative approaches to 
producing, testing, marketing, and 
distributing selected aids and devices. 

(d) Projects to develop and test unique 
rehabilitation training curricula, 
including training for rehabilitation— 
related research as well as any 
rehabilitation-related services. 

(e) Research, demonstration, or 
development projects, feasibility 
studies, planning activities, evaluation 
studies, dissemination of information, 
conferences, surveys or statistical 
analyses, or policy studies in areas 
concerned with improved rehabilitation, 
especially those which offer timely 
opportunities for high potential benefit 
or which must be conducted 
expeditiously if their potential benefits 
are to be realized. 


(Sec. 204(b)(13); 29 U.S.C. 762(b)(13)) 
§§ 358.11-358.19 [Reserved] 


Subpart C—[Reserved] 


Subpart D—How Does the Secretary 
Make a Grant? 


§ 358.30 How is peer review conducted 
under this program? 

(a) The Secretary may, at any time, 
convene a peer review panel to review 
an application received in response to 
an application notice. 

(b) Peer review is conducted under 
this program in accordance with 34 CFR 
350.30—350.32, using the selection 
criteria in § 358.32. 

(Secs. 202(e} and 204(b)(13); 29 U.S.C. 761a(e) 
and 762(b)(13)) 


§ 358.31 How does the Secretary select 
applications for new grants? 

(a) After the peer review panel 
evaluates an application, the Secretary 
reviews and selects an application on 
the basis of— 

(1) Scientific and technical merit, in 
accordance with the selection criteria in 
§ 358.32; 

(2) The priorities in § 358.33, if 
appropriate; and 

(3) Any other requirement that applies 
to the selection of applications for new 
grants. 

(b) In selecting an application for a 
new grant, the Secretary may consider 
the following: 

(1) The information in the application. 

(2) The evaluation of the application 
by the peer review panel. 

(3) Any other information relevant to 
a criterion, priority, or other requirement 
that applies to the selection of 
applications for new grants. 

(c)(1) The Secretary may, at any time, 
select an application for funding under 
this part. 

(2) If the Secretary does not select an 
application for funding when it is 
reviewed under this section, the 
Secretary may select it for funding at a 
later date in the same fiscal year. 

(Secs. 202(e) and 202(i)(1); 29 U.S.C. 761a(e) 
and 761a{(i)(1)) 

(Approved by the Office of 
Management and Budget under control 
number 1820-0027) 


§ 358.32 What selection criteria does the 


The Secretary uses the criteria in this 
section to evaluate applications under 
this program. The maximum score for all 
the criteria is 100 points. 

(a) Importance of the project (40 
points). The Secretary reviews each 
application to determine to what degree 
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the proposed activity will address a 
significant need of the target population 
and will meet the purposes of this part. 
(b) Project design or methodology (30 
points). The Secretary reviews each 
application to determine to what degree 
the underlying hypothesis or conceptual 
model is sound; the project design is 
likely to achieve the desired objectives; 
and the evaluation plan is appropriate. 
(c) Plan of operation (30 points). The 
Secretary reviews each application to 
determine the extent to which the 
qualifications and background of the 
key personnel, the management and 
financial plan, and the capability and 
resources of the applicant organization 
demonstrate that the applicant will be 
able to carry out the proposed project. 


(Sec. 204(b)(13); 2° U.S.C. 762(b)(13)) 


§ 358.33 What are the priorities for 
funding under this program? 

The Secretary may give priority to 
applications that have been awarded a 
rating of 60 points or more under 
§ 358.32 and meet one or both of the 
following conditions: 

(a) The proposed project represents a 
Unique opportunity to conduct research, 
demonstrate, evaluate, disseminate, 
train, or prepare for advances in 
knowledge to improve rehabilitation 
services to disabled persons. | 

(b) The proposed project is 
particularly pertinent to rehabilitation 
needs at that time and is likely to 
contribute important knowledge in a 
timely manner. 


(Sec. 204(b)(13); 29 U.S.C. 762(b)}(13)) 


§ 358.34 What is the maximum amount of 
a grant for any fiscai year? 

The maximum amount of a grant 
under this program for any fiscal year is 
$50,000. 


(Sec. 204(b)(13); 29 U.S.C. 762(b)(13)) 


§§ 358.35-358.39 [Reserved] — 
10. A new Part 359 is added to read as 
follows: 


PART 359—HANDICAPPED 
RESEARCH: SPECIAL PROJECTS AND 
DEMONSTRATIONS FOR SPINAL 
CORD INJURIES 


Subpart A—Generai 


Sec. 

359.1 What is the Special Projects and 
Demonstrations for Spinal Cord Injuries 
program? 

359.2 Who is eligible for assistance under 
this program? 

359.3 What regulations apply to this 
program? 

359.4 What definitions apply to this 
program? 

359.5—359.9 [Reserved] 





Subpart B—What Kinds of Activities Does 
the Secretary Assist Under This Program? 


Sec. 

359.10 What types of projects are 
authorized under this program? 

359.11 What activities must each recipient 
carry out under this program? 

359.12—359.19 [Reserved] 


Subpart C—[Reserved] 


Subpart D—How Does the Secretary Make 

A Grant? 

359.30 How is peer review conducted under 
this program? 

359.31 What selection criteria does the 
Secretary use in reviewing applications 
under this program? 

359.32—359.39 [Reserved] 

Authority: Section 311(a) of the 
Rehabilitation Act of 1973 (Pub. L. 93-112), as 
amended (29 U.S.C. 777a), unless otherwise 
noted. 


Subpart A—General 


§ 359.1 What is the Special Projects and 
Demonstrations for Spinal Cord Injuries 
program? 

This program provides assistance to 
establish innovative projects for the 
delivery, demonstration, and evaluation, 
of comprehensive medical, vocational, 
and other rehabilitation services to meet 
the wide range of needs of individuals 
with spinal cord injuries. 

(Sec. 311(a); 29 U.S.C. 777a(a)) 


§ 359.2 Who is eligible for assistance 
under this program? 

Public and other nonprofit agencies 
and organizations are eligible to apply 
for assistance under this program. 


$359.3 What regulations apply to this 
program? 

The regulations referenced in 34 CFR 
350.3 apply to this program. 
(Sec. 202(i)(1) and 311{a)}; 29 U.S.C. 761a(i)}(1) 
and 777a(a)) 


§ 359.4 What definitions apply to this 
program? 

The definitions listed in 34 CFR 350.4 
apply to this program. 
(Sec. 202{i)(1) and 311{a); 29 U.S.C. 761a(i)(1) 
and 777a{a)) 


8§ 359.5-359.9 [Reserved] 


Subpart B—What Kinds of Activities 
Does the Secretary Assist Under This 


Program? 


§ 359.10 What types of projects are 
authorized under this program? 

This program provides assistance for 
demonstration projects that— 

(a) Provide comprehensive 
rehabilitation services to individuals 
with spinal cord injuries; and 


(b) Conduct spinal cord research, 
including clinical research and the 
analysis of standardized data in 
collaboration with other related 
projects. 
(Sec. 311(a) of the Act; 29 U.S.C. 777a{a)) 


§ 359.14 What activities must each 
recipient carry out under this program? 


Each recipient, whether administering 
a project separately under this part or in 
coordination with other activities 
supported under Title II of the Act, 
shall— 

(a) Establish a multidisciplinary 
system of providing rehabilitation 
services specifically designed to meet 
the special needs of individuals with 
spinal cord injuries, including 
emergency medical services, acute care, 
vocational and other rehabilitation 
services, community and job placement, 
and long-term community follow up and 
health maintenance. The system must be 
established on an appropriate 
geographical basis that reflects patterns 
of patient flow, and must be 
administered in close coordination with 
similar programs of the Veterans 
Administration, the National Institutes 
of Health, and other public and private 
agencies and institutions; 

(b) Demonstrate and evaluate both the 
service and cost benefits of a regional 
service system to those individuals with 
spinal cord injuries who might be served 
within that system; 

(c) Establish within the system a 
rehabilitation research environment for 
the achievement of new knowledge 
leading to the reduction and treatment 
of complications arising from spinal 
cord injury and the development of new 
techniques of medical management and 
rehabilitation; 

(d) Demonstrate and evaluate the 
development and application of 
improved methods and equipment 
essential to the care, management, and 
rehabilitation of individuals with spinal 
cord injury; 

(e) Demonstrate methods of 
community outreach and education for 
individuals with spinal cord injury in 
areas such as housing, transportation, 
recreation, employment, and other 
community activities; and 

(f) Participate as directed by the 
Secretary in national studies of the 
benefits of a spinal cord injury service 
system by contributing to a national 
database and by other means as 
required by the Secretary. 


(Sec. 311(b); 29 U.S.C. 777a(b)) 


Federal Register / Vol. 49, No. 227 / Friday, November 23, 1984 / Proposed Rules 


§§ 359.12-359.19 [Reserved] 
Subpart C—[Reserved] 


Subpart D—How Does the Secretary 
Make a Grant? 


§ 359.30 How is peer review conducted 
under this program? 

Peer review is conducted under this 
program in accordance wth 34-CFR 
350.30—350.32, using the selection 
criteria in § 359.31. 


(Secs. 202(e) and 311(a); 29 U.S.C. 761a(e) and 
777a(a)) 


§ 359.31 What selection criteria does the 
Secretary use in reviewing appiications 
under this program? 

The Secretary uses the criteria in this 
section to evaluate applications under 
this program. The maximum score for all 
the criteria is 100 points. 

(a) Project design (20 points.) The 
Secretary reviews each application to 
determine to what degree— 

(1) There is a clear description of how 
the objectives of the project relate to the 
purpose of the program; 

(2) The research is likely to produce 
new and useful information; 

(3) The need and target population are 
adequately defined; and 

(4) The outcomes are likely to benefit 
the defined target population. 

(b) Service comprehensiveness (20 
points). The Secretary reviews each 
application to determine to what 
degree— 

(1) The services to be provided within 
the project are comprehensive in scope, 
and include emergency medical 
services, intensive and acute medical 
care, rehabilitation management, 
psychosocial and community 
reintegration, and follow up; 

(2) A broad range of vocational and 
other rehabilitation services will be 
available to severely handicapped 
individuals within the project; and 

(3) Services will be coordinated with 
those services provided by other 
appropriate community resources. 

(c) Plan of operation (15 points). The 
Secretary reviews each application to 
determine to what degree— 

(1) There is an effective plan of 
operation that ensures proper and 
efficient administration of the project; 

(2) The applicant's planned use of its 
resources and personne! is likely to 
achieve each objective; 

(3) Collaboration between institutions, 
if proposed, is likely to be effective; and 

(4) There is a clear description of how 
the applicant will include eligible 
project participants who have been 
traditionally underrepresented, such 
as— 
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(i) Members of racial or ethnic 
minority groups; 

(ii) Women; 

(iii) Handicapped persons; and 

(iv) The elderly. 

(d) Quality of key personnel (10 
points). The Secretary reviews each 
application to determine to what 
degree— 

(1) The principal investigator and 
other key staff have adequate training or 
experience, or both, in spinal cord injury 
care and rehabilitation and demonstrate 
appropriate potential to conduct the 
proposed research, demonstration, 
training, development, or dissemination 
activity; 

(2) The principal investigator and 
other key staff are familiar with 
pertinent literature or methods, or both; 

(3) All the disciplines necessary to 
establish the multidisciplinary system 
described in § 359.11(a) are effectively 
represented; 

(4) Commitments of staff time are 
adequate for the project; and 

(5) The applicant is likely, as part of 
its non-discriminatory employment 
practices, to encourage applications for 
employment from persons who are 


members of groups that traditionally 
have been underrepresented, such as— 

(i) Members of racial or ethnic 
minority groups; 

(ii) Women; 

(iii) Handicapped persons; and 

(iv) The elderly. 


(e) Adequacy of resources (10 points). 


The Secretary reviews each application 
to determine to what degree— 

(1) The facilities planned for use are 
adequate; 

(2) The equipment and supplies 
planned for use are adequate; and 

(3) The commitment of the applicant 
to provide administrative and other 
necessary support is evident. 

(f) Budget/cost effectiveness (10 
points). The Secretary reviews each 
application to determine to what 
degree— 

(1) The budget for the project is 
adequate to support the activities; 

(2) The costs are reasonable in 
relation to the objectives of the project; 
and 

(3) The budget for subcontracts (if 
required) is detailed and appropriate. 

(g) Dissemination/utilization (5 
points). The Secretary reviews each 
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application to determine to what 
degree— 

(1) There is a clearly defined plan for 
dissemination and utilization of project 
findings; 

(2) The research results are likely to 
become available to others working in 
the field; 

(3) The means to disseminate and 
promote utilization by others are 
defined; and 

(4) The utilization approach is likely 
to address the defined need. 

((h) Evaluation plan (10 points). The 
Secretary reviews each application to 
determine to what degree— 

(1) There is a mechanism to evaluate 
plans, progress and results; 

{2) The evaluation methods and 
objectives are likely to produce data 
that are quantifiable; and 

(3) The evaluation results, where 
relevant, are likely to be assessed in a 
service setting. 


(Secs. 202(e) and 311(a); 29 U.S.C. 761a(e) and 
777a(a)) 
§§ 359.32-359.3S [Reserved] 


{FR Doc. 84-30533 Filed 11-21-84; 8:45 am] 
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DEPARTMENT OF EDUCATION 


Office of Special Education and 
Rehabilitative Services 


34 CFR Part 300 


Assistance to States for Education of 
Handicapped Children 


AGENCY: Department of Education. 
ACTION: Notice of proposed rulemaking. 


SUMMARY: The Secretary proposes to 
amend the regulations for the 
Assistance to States for Education of 
Handicapped Children program 
authorized by Part B of the Education of 
the Handicapped Act (EHA-B). These 
proposed regulations would establish 
procedures for disapproval of a State 
plan under Section 613(c) of the EHA-B. 
DATES: Comments must be received on 
or before February 21, 1985. 

appRESS: Comments should be 
addressed to: Dr. Wendy M. Cullar, 
Office of Special Education Programs, 
Department of Education, 400 Maryland 
Avenue, SW., (Switzer Building, Room 
3086), Washington, D.C. 20202. 

FOR FURTHER INFORMATION CONTACT: 
Mr. Joseph Clair. Telephone: (202) 732- 
1101. 

SUPPLEMENTARY INFORMATION: Pub. L. 
94-142, enacted on November 29, 1975, 
substantially revised Part B of the 
Education of the Handicapped Act (20 
U.S.C. 1401, 1411 et seq.). Part B 
authorizes formula grants to States and, 
through States, to local educational 
agencies and intermediate educational 
agencies to assist them in the education 
of handicapped children. The purposes 
of the Act, as amended by Pub. L. 94- 
142, are: to ensure that a free 
appropriate public education is made 
available to all handicapped children, to 
“ensure that the rights of handicapped 
children and their parents are protected, 
to assist States and localities to provide 
for the education of handicapped 
children, and to assess and ensure the 
effectiveness of efforts to educate those 
children. 

In order to receive assistance under 
the EHA-B, section 613(a) of the Act 
requires a State to submit, and have 
approved, a State plan. Under section 
613(c) of the EHA-B, the Secretary is 
required to approve a State plan which 
meets the requirements of the Act and to 
disapprove a State plan which does not. 
The Secretary may not “finally 
disapprove” a State plan until the State 
has been given reasonable notice and an 
opportunity for a hearing. Section 616(b) 
provides a right to judicial review of the 
final decision of the Secretary. 


If the Secretary determines that a 
State plan should be disapproved, it will 
be necessary to advise the affected 
State of its opportunity for a hearing and 
the exact procedures, including 
timelines, to be followed. Currently, 
these procedures and timelines are not 
established, either in the EHA-B statute 
or regulations, or in the Education 
Department General Administrative 
Regulations (EDGAR) provision (34 CFR 
76.202) generally applicable to the 
disapproval of plans submitted under 
the Department's State-administered 
programs. 

These proposed regulations are 
consistent with the procedures that were 
in effect for the disapproval of the EHA- 
B State plans prior to the promulgation 
of EDGAR in 1980. See 45 CFR 121a.580- 
121a.583; 42 FR 42499-42500 (August 23, 
1977). Additional provisions of these 
proposed regulations that were not 
included in the EHA-B regulations are 
consistent with the Education Appeal 
Board rules governing show cause 
hearings (34 CFR 78.27-78.28). These 
proposed regulations clarify the 
procedures to be followed, the rights of 
the parties, and the duties of the hearing 
official or panel. The Secretary believes 
that these proposed regulations will 
ensure that hearings under these 
provisions are conducted in a manner 
consistent with the procedures followed 
by the Department in similar 
proceedings. 

A summary of the proposed 
regulations follows: 

¢ Section 300.580 (Opportunity for a 
hearing) is removed because the cross- 
referenced sections under paragraphs 
(a) and (b) of this section were revoked 
in 1980. Section 300.589(g) is also 
amended to reflect the removal of 
§ 300.580. 

© Proposed §§ 300.581—300.586 
describe the notice, opportunity for 
hearing, and judicial review provisions 
and contain the following information: 

1. Proposed § 300.581 (Disapproval of 
a State plan) states that the Secretary 
must provide the State with written 
notice and an opportunity for a hearing 
before disapproving a State plan. 

2. Proposed § 300.582 (Content of - 
notice) describes the content of the 
written notice and the procedures for 
sending the notice to the State 
educational agency. 

3. Proposed § 300.583 (Hearing Official 
or Panel) describes how the Secretary 
appoints the hearing official or panel 
and includes an impartiality 
requirement for those officials. It also 
describes the circumstances under 
which a hearing may proceed before the 
Education Appeal Board. 
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4. Proposed § 300.584 (Hearing 
procedures) describes the scope of 
authority of the hearing official or panel; 
procedures to be followed during the 
hearing; and the rights of the parties. 

5. Proposed § 300.585 (Initial decision; 
final decision) provides procedures for 
reaching and issuing a decision after the 
hearing. 

6. Proposed § 300.586 (Judicial review) 
provides procedures for a State 
dissatisfied with the Secretary's 
decision to seek judicial review. These 
procedures are specified in Section 
616(b)(1) of the EHA-B. 

* Section 300.589 (Waiver of 
requirement regarding supplementing 
and supplanting with Part B funds) is 
amended by removing the cross- 
reference to §§ 300.580-300.583 as the 
authority for a hearing under this 
section. Hearing procedures relating to 
waivers of the non-supplanting 
requirement would be determined on a 
case-by-case basis, as needed. 


Executive Order 12291 


These proposed regulations have been 
reviewed in accordance with Executive 
Order 12291. They are not classified as 
major because they do not meet the 
criteria for major regulations established 
in the Order. 


Regulatory Flexibility Act Certification 


The Secretary certifies that those 
proposed regulations will not have a 
significant economic impact on a 
substantial number of small entities. 

To the extent that these regulations 
affect States and State agencies, they 
will not have an impact on small entities 
because States and State agencies are 
not considered small entities under the 
Regulatory Flexibility Act. The proposed 
procedures will not impose any 
additional burden on small entities. 


Paperwork Reduction Act of 1980 


These proposed regulations do not 
contain any information collection 
requirements under the provisions of the 
Paperwork Reduction Act of 1980 (Pub. 
L. 96-511). 


Intergovernmental Review 


This program is subject to the 
requirements of Executive Order 12372 
and the regulations in 34 CFR Part 79. 
The objective of the Executive Order is 
to foster an intergovernmental 
partnership and a strengthened 
federalism by relying on State and local 
processes for State and local 
government coordination and review of 
proposed Federal financial assistance. 

In accordance with the Order, this 
document is intended to provide early 
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notification of the Department's specific 
plans and actions for this program. 


Invitation to Comment 


Interested persons are invited to 
submit comments and recommendations 
regarding these proposed regulations. 

All comments submitted in response 
to these proposed regulations will be 
available for public inspection, during 
and after the comment period, in Room 
3631 (Switzer Building), 330 C Street, 
SW., Washington, D.C., between the 
hours of 8:30 a.m. and 4:00 p.m., Monday 
through Friday of each week except 
Federal holidays. 

To assist the Department in complying 
with the specific requirements of 
Executive Order 12291 and the 
Paperwork Reduction Act of 1980 and 
their overall requirement of reducing 
regulatory burden, public comment is 
invited on whether there may be further 
opportunities to reduce any regulatory 
burdens found in these proposed 
regulations. 


List of Subjects in 34 CFR Part 300 


Administrative practice and 
procedure, Education, Education of 
handicapped, Equal education 
opportunity, Grant program-education, 
Privacy, Private schools, Reporting and 
recordkeeping requirements. 


Citation of Legal Authority 


A citation of statutory or other legal 
authority is placed in parentheses on the 
line following each substantive 
provision of these proposed regulations. 
(Catalog of Federal Domestic Assistance 
Number 84.027; Assistance to States for 
Education of Handicapped Children) 

Dated: November 16, 1984. 

T.H. Bell, 
Secretary of Education. 


PART 300—ASSISTANCE TO STATES 
FOR EDUCATION OF HANDICAPPED 
CHILDREN 


The Secretary proposes to amend Part 
300 of Title 34 of the Code of Federal 
Regulations as follows: 

1. The table of contents of Part 300 is 
amended by adding headings for new 
sections 300.580-300.586 and 300.589, to 
read as follows: 


* * * * * 


Subpart E—Procedural Safeguards 


* * * * * 


Department Procedures 


Sec. 

300.580 
300.581 
300.582 
300.583 
300.584 


[Reserved] 

Disapproval of a State plan. 
Content of notice. 

Hearing Official or Panel. 
Hearing procedures. 


Sec. 

300.585 Initial decision; final decision. 

300.586 Judicial review. 

300.587-300.588 [Reserved] 

300.589 Waiver of requirement regarding 
supplementing and supplanting with Part 
B funds. 


* * * 7 * 


§ 300.580 [Removed and reserved] 


2. Section 300.580 is removed and that 
section is reserved. 

3. New §$§ 300.581-300.586 are added 
to read as follows: 


§ 300.581. Disapproval of a State pian. 


Before disapproving a State plan, the 
Secretary gives the State educational 
agency written notice and an 
opportunity for a hearing. 


(20 U.S.C. 1413{c)) 
§ 300.582 Content of notice. 


(a) In the written notice, the 
Secretary— 

(1) States the basis on which the 
Secretary proposes to disapprove the 
State plan; and 

(2) Advises the State educational 
agency that it may request a hearing and 
that the request for a hearing must be 
made not later than 30 calendar days 
after it receives the notice of proposed 
disapproval. 

(b) The Secretary sends the written 
notice to the State educational agency 
by certified mail with return receipt 
requested. 


(20 U.S.C. 1413(c)) 


§ 300.583 Hearing Official or Panel. 


(a) If the State educational agency 
requests a hearing, the Secretary 
designates one or more individuals, 
either from the Department or 
elsewhere, not responsible for or 
connected with the administration of the 
program under this part, to conduct a 
hearing. 

(b) If more than one individual is 
designated, the Secretary designates one 
of those individuals as the Chief Hearing 
Official of the Hearing Panel. If one 
individual is designated, that individual 
is the Hearing Official. 

(c) If the State has an appeal pending 
with the Education Appeal Board on a 
matter arising out of the same State 
plan, or on the same issue arising from a 
prior plan, the State may contest the 
disapproval of its plan before the 
Education Appeal Board in accordance 
with 34 CFR Part 78. 


(20 U.S.C. 1413(c)) 


§ 300.584 Hearing procedures. 
(a)(1) If the Hearing Official or Panel 


. determines that oral testimony would 


not materially assist the resolution of 
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the case, each party must be given an 
opportunity to present its arguments— 

(i) In whole or part in writing; or 

(ii) In an informal conference before 
the Hearing Official or Panel. 

(2) The Hearing Official or Panel gives 
each party an opportunity tc be 
represented by counsel. 

(b) If the Hearing Official or Panel 
determines that oral testimony would 
materially assist the resolution of the 
case, the Hearing Official or Panel gives 
each party, in addition to the 
op} 2rtunity to be represented by 
counsel— 

(1) An opportunity to present 
witnesses on the party's behalf; 

(2) An opportunity to cross-examine 
witnesses either orally or with written 
questions; and ee 

(3) An opportunity to obtain a record 
of the proceedings. 


(20 U.S.C. 1413(c)) 


§ 300.585 Initial decision; final decision. 

(a) The Hearing Official or Panel 
prepares an initial written decision 
which addresses each of the points in 
the notice sent by the Secretary to the 
State educational agency under 
§ 300.582. 

(b) The Hearing Official or Panel 
mails by certified mail with return 
receipt requested a copy of the initial 
decision to each party (or to the party's 
counsel) and to the Secretary, with a 
notice stating that each party has an 
opportunity to submit written comments 
regarding the decision to the Secretary 
within a specified reasonable time. 

(c) The initial decision of the Hearing 
Official or Panel is the final decision of 
the Secretary unless, within 25 days 
after the end of the time for receipt of 
written comments, the Secretary informs 
the Hearing Official or Panel in writing 
that the decision is being reviewed. 

(d) The Secretary may accept, rejec 
or modify the initial decision of the 
Hearing Official or Panel. 

(e) The Secretary issues the final 
decision within 30 calendar days after 
notifying the Hearing Official or Panel 
that the initial decision is being 
reviewed. 

(f) The Secretary conducts the review 
based on the initial decision, the written 
record, the Hearing Official’s or Panel's 
proceedings, and written comments or 
oral arguments by the parties. 


(20 U.S.C. 1413(c)) 


§ 300.586 Judicial review. 

If a State is dissatisfied with the 
Secretary’s final action with respect to 
its State plan, the State may, within 60 
days after notice of that action, file a 
petition for review with the United 
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States court of appeals for the circuit in 
which the State is: located. 


_ (20U.S.C. 1416(c)(1)) 
§§ 300.587 and 300.588 [Removed and 
Reserved] 


4. Sections 300.587 and 300.588 are 
reserved. 

5..In § 300.589, paragraph (g) is revised 
to read as follows: 


§ 300.589 Waiver of requirement regarding 
supplementing and supplanting with Part B 
funds. 


(g) The State may request a hearing 
with regard to any final action by the 
Secretary under this section. 


(20 U.S.C. 1411(c)(3); 1413(a)(9){B)) 
(FR Doc. 84-30534 Filed 11-21-84; 8:45 arn} 
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DEPARTMENT OF HEALTH AND 
HUMAN SERVICES 


National Institutes of Health 


Recombinant DNA Research; Actions 
Under Guidelines 


AGENCY: National Institutes of Health, 
PHS, DHHS. 


ACTION: Notice of Actions Under NIH 
Guidelines for Research Involving 
Recombinant DNA Molecules. 


sumMaRyY: This notice sets forth actions 
taken by the Director, National 
Institutes of Health (NIH), under the 
June 1983 NIH Guidelines for Research 
Involving Recombinant DNA Molecules 
(48 FR 24556). 

’ EFFECTIVE DATE: November 23, 1984. 
FOR FURTHER INFORMATION CONTACT: 
Additional information can be obtained 
from Dr. William J. Gartland, Office of 
Recombinant DNA Activities (ORDA), 
National Institutes of Health, Bethesda, 
Maryland 20205, (301) 469-6051. 
SUPPLEMENTARY INFORMATION: One 
major action under the NIH Guidelines 
for Research Involving Recombinant 
DNA Molecules is being promulgated 
today. This proposed action was 
published for comment in the Federal 
Register of April 24, 1984 (49 FR 17672), 
and reviewed and recommended for 
approval by the NIH Recombinant DNA 
Advisory Committee (RAC) at its 
meeting on June 1, 1984. In accordance 
with Section IV-C-1-b of the NIH 
Guidelines, these actions have been 
found to comply with the Guidelines and 
to present no significant risk to health or 
the environment. 


Part I of this announcement provides 
background information on the action. 
Part II provides a summary of the action 
of the Director, NIH. 

Following this anouncement, there 
appears in a separate section of the 
Federal Register the revised NIH 
Guildelines for Research Involving 
Recombinant DNA Molecules. These 
revised Guidelines differ from the 
previous version of the Guidelines 
promulgated on June 1, 1983 (48 FR 
24556), by incorporating within them: the 
changes in the Guidelines which were 
recommended at the RAC meeting of 
September 19, 1983, and promulgated on 
November 23, 1983 (48 FR 53056); the 
changes recommended at the RAC 
meeting of February 6, 1984, and 
promulgated on April 25, 1984 (49 FR 
17844); and the changes in the 
Guidelines which were recommended at 
the RAC meeting of June 1, 1984; some of 
which were promulgated in the Federal 
Register of September 13, 1984 (49 FR 
36052); and the change in the Guidelines 


which is promulgated in this 
announcement, Minor editorial 
modifications have also been introduced 
into the document. 


I. Decision on Actions Under Guidelines 


Proposal to Amend Appendix G of the 
Guidelines, Physical Containment 


The booklet, Classification of 
Etiologic Agents on the Basis of Hazard 
(U.S. Department of Health, Education, 
and Welfare, Public Health Service; 
Centers for Disease Control, Office of 
Biosafety, Atlanta, Georgia 30333), has 
served since 1969 as a general reference 
for laboratory activities utilizing 
infectious agents. The fourth edition of 
that booklet (July 1974) was included in 
the 1978 version of the NIH Guidelines 
for Research Involving Recombinant 
DNA Molecules and has since been a 
part of those Guidelines as Appendix B. 

Now an “Interagency Working Group” 
constituted by the Centers for Disease 
Control (CDC) and the NIH has 
prepared a new set of guidelines for 
laboratory research with etiologic 
agents. These new guidelines are 
entitled Biosafety in Microbiological 
and Biomedical Laboratories. The CDC/ 
NIH guidelines designate four categories 
of biosafety levels for laboratory 
operation: Biosafety Levels 1, 2, 3, and 4. 
These levels are comparable to the P1, 
P2, P3, and P4 containment levels 
described in the NIH Guidelines for 
Research Involving Recombinant DNA 
Molecules. 

The CDC/NIH Interagency Working 
Group proposed that RAC consider 
recommending a revision of the 
description of the P levels in the NIH 
Guidelines so that these descriptions 
would correspond to the biosafety levels 
set forth in the document Biosafety in 
Microbiological and Biomedical 
Laboratories. 

The changes necessary to effect this 
change were published in the Federak 
Register of April 24, 1984 (49 FR 17672), 
for thirty days of public comment. One 
comment was received from Mr. C. 
Searle Wadley and Dr. John H. Keene of 
Abbott Laboratories of North Chicago, 
Illinois. Mr. Searle and Dr. Keene wrote 
that: 


* * 


* acceptance of these proposed 
amendments will serve to unify the concepts 
of potential biohazards with regard to both 
recombinant and nonrecombinant organisms. 
Since RDNA experimentation in many 
instances involves the use of microorganisms, 
the proposed changes in the terminology of 
containment levels will result in a 
consistency of language which is extremely 
important. 


The RAC discussed this proposed 
modification of the NIH Guidelines at its 
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June 1, 1984, meeting. During the 
discussion, it was noted that the 
proposed modifications would not 
substantively change that portion of the 
Guidelines dealing with physical 
containment, Appendix G. It would, 
however, establish a commonality of 
language between the Guidelines and 
the safety standards for other 


. microbiological research. 


Several questions concerning the 
exact language of the proposed 
modifications to Appendix G were 
raised by RAC. It was pointed out that 
the language of proposed Appendix G- 
II-B-3-a-(1) referred to “harvesting 
infected tissues from animals or eggs,” 
while the language in Appendix G-II-C- 
3-a referred to “harvesting of tissues or 
fluids from experimental animals and 
embryonate eggs.” It was asked why the 
word “infected” is not used in the 
Appendix G-II-C specification even 
though appendix G-II-C specifications 
refer to the more stringent BL3 level of 
containment while Appendix G-II-B 
specifications refer to the BL2 level of 
containment. A second question 
concerned the monitoring of the efficacy 
of the UV irradiation required in . 
specification appendix G-II-D-2(1). A 
third question was whether “chewing” is 
considered to be “eating.” Finally it was 
asked whether the specification for use 
of self-closing doors could be met by use 
of spring-loaded doors or whether they 
had to be electrical. 

Discussions with the authors of the 
proposed modifications of the language 
of Appendix G led to the following 
conclusions: 

The word “infected” had been 
inadvertently omitted from the language 
of Appendix G-II-C-3-a and will be 
added to that language as part of this 
decision. The word “eating” is used to 
convey the idea of introducing materials 
into the mouth: the specifications 
against “eating” include a prohibition 
against chewing gum, putting pencils or 
fingers in the mouth, sucking on candies 
or lozenges, etc. Doors may be made 
“self-closing” by use of hydraulic or 
electrical devices or by being spring- 
loaded. The intent is to ensure that the 
door closes automatically. Self-closing 
doors are also a fire containment 
measure. The specification in Appendix 
G-II-D-2-(1) refers to use of UV 
irradiation in BL4 high containment 
facilities. In such a carefully monitored 
situation, UV irradiation has been 
proven effective in minimizing aerosol 
exposure within animal facilities. 

By a vote of twenty in favor, none 
opposed, and no abstentions, the RAC 
recommended approval of the proposed 
modifications. I accept this 
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recommendation and the Guidelines will 
be modified as published for public 
comment in the Federal Register of 
April 24, 1984, with the addition of the 
word “infected” in Appendix G-II-C-3- 
a, and minor editorial changes. 


Il. Summary of Actions 


Amendment of Appendix G of the 
Guidelines, Physical Containment 


In order to modify Appendix G so that 
the description of containment levels 
corresponds to the language of the 
guidelines for research with etiologic 
agents entitled Biosafety in 
Microbiological and Biomedical 
Laboratories, the following 
modifications are introduced into the 
NIG Guidelines for Research Involving 
Recombinant DNA Molecules: 


1. Section II, Containment 


a. In Section II, wherever the terms 
“P1, P2, P3, P4” appear the term “BL1" 
(for Biosafety Level 1) is substituted 
for the term “P1:" the term “BL2” (for 
Biosafety Level 2) is substituted for 
“P2;” the term “BL3” (for Biosafety Level 
3) is substituted for “P3;” and the term 
“BLA” (for Biosafety Level 4) is 
substituted for “P4.” 

b. The fourth sentence of the first 
paragraph of Section I, Containment, is 
deleted. That sentence read as follows: 

“Four levels of physical containment, 
which are designated as P1, P2, P3, and 
P4 are described in Appendix G.” 

c. The following language is 
substituted for the fourth sentence of the 
first paragraph of Section I, . 
Containment: 

“Four biosafety levels are described 
in Appendix G. These biosafety levels 
consist of combinations of laboratory 
practices and techniques, safety 
equipment, and laboratory facilities 
appropriate for the operations 
performed and the hazard posed by 
agents and for the laboratory function 
and activity:” 


2. Section III, Guidelines for Covered 
Experiments 


In Section Il, wherever the terms “P1, 
P2, P3, and P4” appear the term “BL1"is 
substituted for the term P1;” the term 
“BL2” is substituted for “P2;” the term 
“BL3" is substituted for “P3;" and the 
term “BL4” is substituted for “P4.” 


3. Section IV, Roles and Responsibilities 


a. In Section IV, wherever the terms 
“P1, P2, P3, and P4” appear the term 
“BL1” is substituted for the term “Pl;” 
the term “BL2” is substituted for “P2;” 
the term “BL3” is substituted for “P3;” 
and the term “BL4” is substituted for 
“P4.” 


b. Section IV-C-4, Other NIH 
Components, is modified to read as 
follows: 

“TV-—C-4. Other NIH Components. 
Other NIH components shall be 
responsible for certifying maximum 
containment level (BL4) facilities, 
inspecting them periodically, and 
inspecting other recombinant DNA 
facilities as deemed necessary.” 


4, Appendix C, Exemptions Under III-D- 
5 


The second paragraphs of Appendix 
C-Il, Experiments Involving E. coli K-12 


. Host-Vector Systems, Appendix C-IIl, 


Experiments Involving Saccharomyces 
cerevisiae Host-Vector Systems are 
modified to read as follows: 

“For these exempt experiments BL1 
containment conditions are 
recommended.” 


5. Appendix D, Actions Taken Under 
Guidelines 


In Appendix D, whenever the terms 
“P1, P2, P3, P4" appears the term “BL1” 
is substituted for the term “P1;” the term 
“BL2” is substituted for “P2;" the term 
“BL3” is substituted for “P3;" and the 
term “BLA” is substituted for ‘P4.” 


6. Appendix F, Containment Conditions 
for Cloning of Genes Coding for the 
Biosynthesis of Molecules Toxic for 
Vertebrates 


In Appendix F, whenever, the terms 
“P1, P2, P3, P4” appear the term “BL1” is 
substituted for the term “P1;” the term 
“BL2” is substituted for “P2;” the term 
“BL3” is substituted for ‘““P3;" and the 
term “BLA” is substituted for “P4.” 


7. Appendix G, Physical Containment 


a. The fourth sentence of the second 
paragraph of Appendix G-I, Standard 
Practices and Training, is modified to 
read: 

“If a research group is working with a 
known pathogen for which there is an 
effective vaccine, the vaccine should be 
available to all workers.” 

b. The third paragraph of Appendix 
G-I, Standard Practices and Training, is 
modified to read: 

“The ‘Laboratory Safety Monograph’ 
and Biosafety in Microbiological and 
Biomedical Laboratories [2] booklets 
describe practices, equipment, and 
facilities in detail.” 

c. In Appendix G-Il, Physical 
Containment Levels, wherever the terms 
“P1, P2, P3, P4” appears the term “BL1" 
is substituted for the term “P1;” the term 
“BL2” is substituted for “P2;” the term 
“BL3” is substituted for “P3;”" and the 
term “BLA” is substituted for “P4.” 

d. The third sentence of the second 
paragraph of Appendix G-II, Physical 
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Containment Levels, is footnoted and 
would read as follows: 

“It should be emphasized that the 
descriptions and assignments of 
physical containment detailed below are 
based on existing approaches to 
containment of pathogenic organisms 
[2).” 

e. The fourth sentence of the second 
paragraph of Appendix G-Il, Physical 
Containment Levels, is modified to read: 

“The National Cancer Institute 
describes three levels for research on 
oncogenic viruses which roughly 
correspond to our BL2, BL3, and BL4 
levels [3].” 

f. Appendix G-Ii-A, Pi Level. is 
deleted and the following language is 
substituted for Appendix G-II-A: 

“Appendix G-II-A. Biosafety Level 1 
(BL1) {13}. 

“Appendix G-II-A-1. Standard 
Microbiological Practices. 

“Appendix G-Il-A-1-a. Access to the 
laboratory is limited or restricted at the 
discretion of the laboratory director 
when experiments are in progress. 

“Appendix G—II-A-1-b. Work 
surfaces are decontaminated once a day 
and after any spill of viable material. 

“Appendix G-II-A-1-c. All 
contaminated liquid or solid wastes are 
decontaminated before disposal. 

“Appendix G-II-A-1-d. Mechanical 
pipetting devices are used; mouth 
pipetting is prohibited. 

“Appendix G-Il-A-1-e. Eating, 
drinking, smoking, and applying 
cosmetics are not permitted in the work 
area. Food may be stored in cabinets or 
refrigerators designated and used for 
this purpose only. 

“Appendix G-II-A-1-f. Persons wash 
their hands after they handle materials 
involving organisms containing 
recombinant DNA molecules, and 
animals, and before leaving the 
laboratory. 

“Appendix G-II-A-1-g. All 
procedures are performed carefully to 
minimize the creation of aerosols. 

“Appendix G-II-A-1-h. It is 
recommended that laboratory coats, 
gowns, or uniforms be worn to prevent 
contamination or soiling of street 
clothes. 

“Appendix G-II-A-2. Special 
Practices. 

“Appendix G—II-A-2-a. 
Contamination materials that are to be 
decontaminated at a site away from the 
laboratory are placed in a durable 
leadproof container which is closed 
before being removed from the 
laboratory. 

“Appendix G-II-A-2-b. An insect and 
rodent control program is in effect. 





“Appendix G-II-A-3. Containment 
Equipment. 

“Appendix G-II-A-3-a. Special 
containment equipment is generally not 
required for manipulations of agents 
assigned to Biosafety Level 1. 

“Appendix G-II-A-4. Laboratory 
Facilities. 

“Appendix G-II-A-4—a. The 
laboratory is designed so that it can be 
easily cleaned. ; 

“Appendix G-II-A-4-b. Bench tops 
are impervious to water and resistant to 
acids, alkalis, organic solvents, and 
moderate heat. 

“Appendix G-II-A-4—c. Laboratory 
furniture is sturdy. Spaces between 
benches, cabinets, and equipment are 
accessible for cleaning. 

“Appendix G-II-A-4—d. Each 
laboratory contains a sink for hand- 
washing. 

“Appendix G-II-A-4-e. If the 
laboratory has windows that open, they 
are fitted with fly screens.” 

g. The following language is 
substituted for Appendix G-II-B, P2 
Level: 

“Appendix G-II-B. Biosafety Level 2 
(BL2) [14]. 

“Appendix G-II-B-1. Standard 
Microbiological Practices. 

“Appendix G-II-B-1-a. Access to the 
laboratory is limited or restricted by the 
laboratory director when work with 
organisms containing recombinant DNA 
molecules is in progress. 

“Appendix G-II-B-1-b. Work surfaces 
are decontaminated at least once a day 
and after any spill of viable material. 

“Appendix G-II-B-1-c. All 
contaminated liquid or solid wastes are 
decontaminated before disposal. 

“Appendix G-II-B-1-d. Mechanical 
pipetting devices are used; mouth 
pipetting is prohibited. 

“Appendix G-II-B-1-e. Eating, 
drinking, smoking, and applying 
cosmetics are not permitted in the work 
area. Food may be stored in cabinets or 
refrigerators designated and used for 
this purpose only. 

“Appendix G-II-B-1-f. Persons wash 
their hands after handling materials 
involving organisms containing 
recombinant DNA molecules, and 
animals, and when they leave the 
laboratory. 

“Appendix G-II-B-1-g. All procedures 
are performed carefully to minimize the 
creation of aerosols. 

“Appendix G-II-B-1-h. Experiments 
of lesser biohazard potential can be 
carried out concurrently in carefully 
demarcated areas of the same 
laboratory. 

~ “Appendix G-II-B-2. Special 
Practices. 


“Appendix G-II-B-2-a. Contaminated 
materials that are to be decontaminated 
at a site away from the laboratory are 
placed in a durable leakproof container 
which is closed before being removed 
from the laboratory. 

“Appendix G-II-B-2-b. The 
laboratory director limits access to the 
laboratory. The director has the final 
responsibility for assessing each 
circumstance and determining who may 
enter or work in the laboratory. 

“Appendix G-II-B-2-c. The 
laboratory director establishes policies 
and procedures whereby only persons 
who have been advised of the potential 
hazard and meet any specific entry 
requirements (e.g., immunization) enter 
the laboratory or animal rooms. 

“Appendix G-II-B-2-d. When the 
organisms containing recombinant DNA 
molecules in use in the laboratory 
require special provisions for entry (e.g., 
vaccination), a hazard warning sign 
incorporating the universal biohazard 
symbol is posted on the access door to 
the laboratory work area. The hazard 
warning sign identifies the agent, lists 
the name and telephone number of the 
laboratory director or other responsible 
person(s), and indicates the special 
requirement(s) for entering the 
laboratory. 

“Appendix G-II-B-2-e. An insect.and 
rodent control program is in effect. 

“Appendix G-II-B-2-f. Laboratory 
coats, gowns, smocks, or uniforms are 
worn while in the laboratory. Before 
leaving the laboratory for nonlaboratory 
areas (e.g., cafeteria, library, 
administrative offices), this protective 
clothing is removed and left in the 
laboratory or covered with a clean coat 
not used in the laboratory. 

“Appendix G-II-B-2-g. Animals not 
involved in the work being performed 
are not permitted in the laboratory. 

“Appendix G-II-B-2-h. Special care is 
taken to avoid skin contamination with 
organisms containing recombinant DNA 
molecules; gloves should be worn when 
handling experimental animals and 
when skin contact with the agent is 
unavoidable. 

“Appendix G-II-B-2-i. All wastes 
from laboratories and animal rooms are 
appropriately decontaminated before 
disposal. 

“Appendix G-II-B-2-j. Hypodermic 
needles and syringes are used only for 
parenteral injection and aspiration of 
fluids from laboratory animals and 
diaphragm bottles. Only needle-locking 
syringes or disposable syringe-needle 
units (i.e., needle is integral to the 
syringe) are used for the injection or 
aspiration of fluids containing organisms 
that contain recombinant DNA 
molecules. Extreme caution should be 
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used when handling needles and 
syringes to avoid autoinoculation and 
the generation of aerosols during use 
and disposal. Needles should not be 
bent, sheared, replaced in the needle 
sheath or guard or removed from the 
syringe following use. The needle and 
syringe should be promptly placed in a 
puncture-resistant container and 
decontaminated, preferably by 
autoclaving, before discard or reuse. 

“Appendix G-II-B-2-k. Spills and 
accidents which result in overt 
exposures to organisms containing 
recambinant DNA molecules are 
immediately reported to the laboratory 
director. Medical evaluation, 
surveillance, and treatment are provided 
as appropriate and written records are 
maintained. 

“Appendix G-II-B-2-1. When * 
appropriate, considering the agen(s) 
handled, baseline serum samples for 
laboratory and other at-risk personnel 
are collected and stored. Additional 
serum specimens may be collected 
periodically, depending on the agents 
handled or the function of the facility. _ 

“Appendix G-II-B-2-m. A biosafety 
manual is prepared or adopted. 
Personnel are advised of special 
hazards and are required to read 
instructions on practices and procedures 
and to follow them. 

“Appendix G-II-B-3. Containment 
Equipment. 

“Appendix G-II-B-3-a. Biological 
safety cabinets (Class I or II) (see 
Appendix G-III-12) or other appropriate 
personal protective or physical 
containment devices are used whenever: 

“Appendix G-II-B-3-a-(1). 
Procedures with a high potential for 
creating aerosols are conducted [15]. 
These may include centrifuging, 
grinding, blending, vigorous skaking or 
mixing, sonic disruption, opening 
containers of materials whose internal 
pressures may be different from ambient 
pressures, inoculating animals 
intranasally, and harvesting infected 
tissues from animals or eggs. 

“Appendix G-II-B-3-a-(2). High 
concentrations or large volumes of 
organisms containing recombinant DNA 
molecules are used. Such materials may 
be centrifuged in the open laboratory if 
sealed heads or centrifuge safety cups 
are used and if they are opened only in 
a biological safety cabinet. 

“Appendix G-II-B-4. Laboratory 
Facilities. 

“Appendix G-II-B—4-a. The 
laboratory is designed so that it can be 
easily cleaned. 

“Appendix G-II-B-4-b. Bench tops 
are impervious to water and resistant to 
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acids, alkalis, organic solvents, and 
~ moderate heat. 

“Appendix G-II-~B—4—c. Laboratory 
furniture is sturdy and spaces between 
benches, cabinets, and equipment are 
accessible for cleaning. 

“Appendix G-II-B-4—d. Each 
laboratory contains a sink for hand- 
wishing. 

“Appendix G-II-B—4-e. If the 
laboratory has windows that open, they 
are fitted with fly screens. 

“Appendix G-IIl-B-4-f. An autoclave 
for decontaminating laboratory wastes 
is available.” 

h. The following language is 
substituted for Appendix G-II-C, P3 
Level. 

“Appendix G-II-C. Biosafety Level 3 
(BL3) [16]. 

“Appendix G-II-C-1. Standard 
Microbiological Practices. 

“Appendix G-II-C-1-a. Work 
surfaces are decontaminated at least 
once a day and after any spill of viable 
material. 

“Appendix G-II-C-1-b. All 
contaminafed liquid or solid wastes are 
decontaminated before disposal. 

“Appendix G-II-C-1-c. Mechanical 
pipetting devices are used; mouth 
pipetting is prohibited. 

“Appendix G-II-C-1-d. Eating, 
drinking, smoking, storing food, and 
applying cosmetics are not permitted in 
the work area. 

“Appendix G-II-C-1-e. Persons wash 
their hands after handling materials 
involving organisms containing 
recombinant DNA molecules, and 
animals, and when they leave the 
laboratory. 

“Appendix G-II-C-1-f. All procedures 
are performed carefully to minimize the 
creation of aerosols. 

“Appendix G-II-C-1-g. Persons under 
16 years of age shall not enter the 
laboratory. 

“Appendix G-II-C-1-h. If experiments 
involving other organisms which require 
lower levels of containment are to be 
conducted in the same laboratory 
concurrently with experiments requiring 
BL3 level physical containment, they 
shall be conducted in accordance with 
ali BL3 level laboratory practices. 

“Appendix G-II-C-2. Special 
Practices. 

“Appendix G-II-C-2-a. Laboratory 
doors are kept closed when experiments 
are in progress. 

“Appendix G-II-C-2-b. Contaminated 
materials that are to be decontaminated 
at a site away from the laboratory are 
placed in a durable leakproof container 
which is closed before being removed 
from the laboratory. 

“Appendix G-II-C-2-c. The 
laboratory director controls access to 


the laboratory and restricts access to 
persons whose presence is required for 
program or support purposes. The 
director has the final responsibility for 
assessing each circumstance and 
determining who may enter or work in 
the laboratory.. 

“Appendix G-II-C-2-d. The 
laboratory director establishes policies 
and procedures whereby only persons 
who have been advised of the potential 
biohazard, who meet any specific entry 
requirements (e.g., immunization), and 
who comply with all entry exist 
procedures enter the laboratory or 
animal rooms. 

“Appendix G-II-C-2-e. When 
organisms containing recombinant DNA 
molecules or experimental animals are 
present in the laboratory or containment 
module, a hazard warning sign 
incorporating the universal biohazard 
symbol is posted on all laboratory and 
animal room access doors. The hazard 
warning sign identifies the agent, lists 
the name and telephone number of the 
laboratory director or other responsible 
person(s), and indicates any special 
requirements for entering the laboratory, 
such as the need for immunizations, 
respirators, or other personal protective 
measures. 

“Appendix G-II-C-2-f. All activities 
involving organisms containing 
recombinant DNA molecules are 
conducted in biological safety cabinets 
or other physicial containment devices 
within the containment module. No 
work in open vessels is conducted on 
the open bench. 

“Appendix G-II-C-2-g. The work 
surfaces of biological safety cabinets 
and other containment equipment are 
decontaminated when work with 
organism containing recombinant DNA 
molecules is finished. Plastic-backed 
paper toweling used on nonperforated 
work surfaces within biological safety 
cabinets facilitates clean-up. 

“Appendix G-II-C-2-h. An insect and 
rodent control program is in effect. 

“Appendix G-II-C-2-i. Laboratory 
clothing that protects street clothing 
(e.g., solid front or wrap-around gowns, 
scrub suits, coveralls) is worn in the 
laboratory. Laboratory clothing is not 
worn outside the laboratory, and it is 
decontaminated before being laundered. 

“Appendix G-II-C-2-j. Special care is 
taken to avoid skin contamination with 
contaminated materials; gloves should 
be worn when handling infected animals 
and when skin contact with infectious 
materials is unavoidable. 

“Appendix G-II-C-2-k. Molded 
surgical masks or respirators are worn 
in rooms containing experimental 
animals. 


“Appendix G-II-C-2-1. Animals and 
plants not related to the work being 
conducted are not permitted in the 
laboratory. 

“Appendix G-II-C-2-m. Laboratory 
animals held in a BL3 area shall be 
housed in partial-containment caging 
sysiems, such as Horsfall units [11], 
open cages placed in ventilated 
enclosures, solid-wall and -bottom cages 
covered by filter bonnets, or solid-wall 
and -bottom cages placed on holding 
racks equipped with ultraviolet 
irradiation lamps and reflectors. 


Note.—Conventional caging systems may 
be used, provided that all personnel wear 
appropriate personal protective devices. 
These shall include, at a minimum, wrap- 
around gowns, head covers, gloves, shoe 
covers, and respirators. All personne! shall 
shower on exit from areas where these 
devices are required. 


“Appendix G-II-C-2-n. All wastes 
from laboratories and animal rooms are 
appropriately decontaminated before 
disposal. 

“Appendix G-II-C-2-o. Vacuum lines 
are protected with high efficiency 
particulate air (HEPA) filters and liquid 
disinfectant traps. 

“Appendix G-II-C-2-p. Hypodermic 
needles and syringes are used only for 
parenteral injection and aspiration of 
fluids from laboratory animals and 
diaphragm bottles. Only needle-locking 
syringes or disposable syringe-needle 
units ({i.e., needle is integral to the 
syringe) are used for the injection or 
aspiration of fluids containing organisms 
that contain recombinant DNA 
molecules. Extreme caution should be 
used when handling needles and 
syringes to avoid autoinoculation and 
the generation of aerosols during use 
and disposal. Needles should not be 
bent, sheared, replaced in the needle 
sheath or guard or removed from the 
syringe following use. The needle and 
syringe should be promptly placed in a 
puncture-resistant container and 
decontaminated, preferably by 
autoclaving, before discard or reuse. 

“Appendix G-II-C-2-«. Spills and 
accidents which result in overt or 
potential exposures to organisms 
containing recombinant DNA molecules 
are immediately reported to the 
laboratory director. Appropriate medical 
evaluation, surveillance, and treatment 
are provided and written records are 
maintained. 

“Appendix G-II-C-2-r. Baseline 
serum samples for all laboratory and 
other at-risk personnel should be 
collected and stored. Additional serum 
specimens may be collected 
periodically, depending on the agents 





handled or the function of the 
laboratory. 

“Appendix G-II-C-2-s. A biosafety 
manual is prepared or adopted. 
Personnel are advised of special 
hazards and are required to read 
instructions on practices and procedures 
and to follow them. 

“Appendix G-II-C-2-t. A/ternative 
Selection of Containment Equipment. 
Experimental procedures involving a 
host-vector system that provides a one- 
step higher level of biological 
containment than that specified can be 
conducted in the BL3 laboratory using 
containment equipment specified for the 
BL2 level of physical containment. 
Experimental procedures involving a 
host-vector system that provides a one- 
step lower level of biological 
containment than that specified can be 
conducted in the BL3 laboratory using 
containment equipment specified for the 
BLA4 level of physical containment. 
Alternative combination of containment 
safeguards are shown in Table 1. 

“Appendix G-II-C-3. Containment 
Equipment. 

“Appendix G-II-C-3-a. Biological 
safety cabinets (Class I, II, or III) (see 
Appendix G-III-12) or other appropriate 
combinations of personal protective or 
physical containment devices (e.g., 
special protective clothing, masks, 
gloves, respirators, centrifuge safety 
cups, sealed centrifuge rotors, and 
containment caging for animals) are 
used for all activities with organisms 
containing recombinant DNA molecules 
which pose a threat of aerosol exposure. 
These include: manipulation of cultures 
and of those clinical or environmental 
materials which may be a source of 
aerosols; the aerosol challenge of 
experimental animals; and harvesting 
infected tissues or fluids from 
experimental animals and embryonate 
eggs, and necropsy of experimental 
animals. 

“Appendix G-II-C-4. Laboratory 
Facilities. 

“Appendix G-II-C-4-a. The 
laboratory is separated from areas 
which are open to unrestricted traffic 
flow within the building. Passage 
through two sets of doors is the basic 
requirement for entry into the laboratory 
from access corridors or other 
contiguous areas. Physical separation of 
the high containment laboratory from 
access corridors or other laboratories or 
activities may also be provided by a 
double-doored clothes change room 
(showers may be included), airlock, or 
other access facility which requires 
passage through two sets of doors 
before entering the laboratory. 

“Appendix G-II-C-4-b. The interior 
surfaces of walls, floors, and ceilings are 


water resistant so that they can be 
easily cleaned. Penetrations in these 
surfaces are sealed or capable of being 
sealed to facilitate decontaminating the 
area. 

“Appendix G-II-C-4-c. Bench tops 
are impervious to water and resistant to 
acids, alkalis, organic solvents, and 
moderate heat. 

“Appendix G-II-C-4-d. Laboratory 
furniture is sturdy and spaces between 
benches, cabinets, and equipment are 
accessible for cleaning. 

“Appendix G-II-C-4-e. Each 
laboratory contains a sink for hand- 
washing. The sink is foot, elbow, or 
automatically operated and is located 
near the laboratory exit door. 

“Appendix G-II-C-4-f. Windows in 
the laboratory are closed and sealed. 

“Appendix G-II-C—4-g. Access doors 
to the laboratory or containment module 
are self-closing. 

“Appendix G-II-C-4-h. An autoclave 
for decontaminating laboratory wastes 
is available preferably within the 
laboratory. 

“Appendix G-II-C-4-i. A ducted 
exhaust air ventilation system is 
provided. This system creates 
directional airflow that draws air into 
the laboratory through the entry area. 
The exhaust air is not recirculated to 
any other area of the building, is 
discharged to the outside, and is 
dispersed away from the occupied areas 
and air intakes. Personnel must verify 
that the direction of the airflow (into the 
laboratory) is proper. The exhaust air 
from the laboratory room can be 
discharged to the outside without being 
filtered or otherwise treated. 

“Appendix G-II-C-4-j. The HEPA- 
filtered exhaust air from Class I or Class 
II biological safety cabinets is 
discharged directly to the outside or 
through the building exhaust system. 
Exhaust air from Class I or II biological 
safety cabinets may be recirculated 
within the laboratory if the cabinet is 
tested and certified at least every 
twelve months. If the HEPA-filtered 
exhaust air from Class I or II biological 
safety cabinets is to be discharged to the 
outside through the building exhaust air 
system, it is connected to this system in 
a manner (e.g., thimble unit connection 
[12]) that avoids any interference with 
the air balance of the cabinets or 
building exhaust system.” 

i. The following language is 
substituted for Appendix G-II-D, P4 
Level. 


“Appendix G-II-D. Biosafety Level 4 
(BL4). : 

“Appendix G-II-D-1. Standard 
Microbiological Practices. 
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“Appendix G-II-D-1-a. Work 
surfaces are decontaminated at least 
once a day and immediately after any 
spill of viable material. 

“Appendix G-II-D-1-b. Only 
mechanical pipetting devices are used. 

“Appendix G-II-D-1-c. Eating, 
drinking, smoking, storing food, and 
applying cosmetics are not permitted in 
the laboratory. 

“Appendix G-II-D-1-d. All 
procedures are performed carefully to 
minimize the creation of aerosols. 

“Appendix G-II-D~2. Special 
Practices. 

“Appendix G-II-D-2-a. Biological 
materials to be removed from the Class 
Ill cabinets or from the maximum 
containment laboratory in a viable or 
intact state are transferred to a 
nonbreakable, sealed primary container 
and then enclosed in a nonbreakable, 
sealed secondary container which is 
removed from the facility through a 
disinfectant dunk tank, fumigation 
chamber, or an airlock designed for this 
purpose. 

“Appendix G-II-D-2-b. No materials, 
except for biological materials that are 
to remain in a viable or intact state, are 
removed from the maximum 
containment laboratory unless they 
have been autoclaved or 
decontaminated before they leave the 
facility. Equipment or material which 
might be damaged by high temperatures 
or steam is decontaminated by gaseous 
or vapor methods in an airlock or 
chamber designed for this purpose. 

“Appendix G-II-D-2-c. Only persons 
whose presence in the facility or 
individual laboratory rooms is required 
for program or support purposes are 
authorized to enter. The supervisor has 
the final responsibility for assessing 
each circumstance and determining who 
may enter or work in the laboratory. 
Access to the facility is limited by 
means of secure, locked doors; 
accessibility is managed by the 
laboratory director, biohazards control 
officer, or other person responsible for 
the physical security of the facility. 
Before entering, persons are advised of 
the potential biohazards and instructed 
as to appropriaté safeguards for 
ensuring their safety. Authorized 
persons comply with the instructions 
and all other applicable entry and exit 
procedures. A logbook signed by all 
personnel, indicates the date and time of 
each entry and exit. Practical and 
effective protocols for emergency 
situations are established. 

“Appendix G-II-D-2-d. Personnel 
enter and leave the facility only through 
the clothing change and shower rooms. 
Personnel shower each time they leave 
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the facility. Personnel use the airlocks to 
enter or leave the laboratory only in an 
emergency. 

“Appendix G-II-D-2-e. Street clothing 

‘is removed in the outer clothing change 
room and kept there. Complete 
laboratory clothing, including under 
garments, pants and shirts or jumpsuits, 
shoes, and gloves, is provided and used 
by all personnel entering the facility. 
Head covers are provided for personnel 
who do not wash their hair during the 
exit shower. When leaving the 
laboratory and before proceeding into 
the shower area, personnel remove their 
laboratory clothing and store it in a 
locker or hamper in the inner change 
room. 

“Appendix G-II-D-2-f. When 
materials that contain organisms 
containing recombinant DNA molecules 
or experimental animals are present in 
the laboratory or animal rooms, a 
hazard warning sign incorporating the 
universal biohazard symbol is posted on 
all access doors. The sign identifies the 
agent, lists the name of the laboratory 
director or other responsible person(s), 
and indicates any special] requirements 
for entering the area (e.g., the need for 
immunizations or respirators). 

“Appendix G-II-D-2-g. Supplies and 
materials needed in the facility are 
brought in by way of the double-doored 
autoclave, fumigation chamber, or 
airlock which is appropriately 
decontaminated between each use. 
After securing the outer doors, 
personnel within the facility retrieve the 
materials by opening the interior doors 
or the autoclave, fumigation chamber, or 
airlock. These doors are secured after 
materials are brought into the facility. 

“Appendix G-II-D-2-h. An insect and 
rodent control program is in effect. 

“Appendix G-II-D-2-i. Materials (e.g., 
plants, animals, and clothing) not 
related to the experiment being 
conducted are not permitted in the 
facility. 

“Appendix G-II-D-2-j. Hypodermic 
needles and syringes are used only for 
parenteral injection and aspiration of 
fluids from laboratory animals and 
diaphragm bottles. Only needle-locking 
syringes or disposable syringe-needle 
units (i.e., needle is integral part of unit) 
are used for the injection or aspiration 
of fluids containing organisms that 
contain recombinant DNA molecules. 
Needless should not be bent, sheared, 
replaced in the needle sheath or guard, 
or removed from the syringe following 
use, The needle and syringe should be 
placed in a puncture-resistant container 
and decontaminated, preferably by 
autoclaving before discard or reuse. 
Whenever possible, cannulas are used 
instead of sharp needles (e.g., gavage). 


“Appendix G-II-D-2-k. A system is 
set up for reporting laboratory accidents 
and exposures and employee 
absenteeism and for the medical 
surveillance of potential laboratory- 
associated illnesses. Written records are 
prepared and maintained. An essential 
adjunct to such a reporting surveillance 
system is the availability of a facility for 
quarantine, isolation, and medical care 
of personne! with potential or known 
laboratory associated illnesses. 

“Appendix G-II-D-2-1. Laboratory 
animals involved in experiments 
requiring BL4 level physical containment 
shall be housed either in cages 
contained in Class III cabinets or in 
partial containment caging systems 
(such as Horsfall units [11]), open cages 
placed in ventilated enclosures, or solid- 
wall and -bottom cages placed on 
holding racks equipped with ultraviolet 
irradiation lamps and reflectors that are 
located in a specially designed area in 
which all personnel are required to wear 
one-piece positive pressure suits. 

“Appendix G-II-D-2-m. Alternative 
Selection of Containment Equipment. 
Experimental procedures involving a 
host-vector system that provides a one- 
step higher level of biological 
containment than that specified can be 
conducted in the BL4 facility using 
containment equipment requirements 
specified for the BL3 level of physical 
containment. Alternative combinations 
of containment safeguards are shown in 
Table I. 

“Appendix G-II-D-3. Containment 
Equipment. 

“Appendix G-II-D-3-a. All 
procedures within the facility with 
agents assigned to Biosafety Level 4 are 
conducted in the Class III biological 
safety cabinet or in Class I or Il 
biological safety cabinets used in 
conjunction with one-piece positive 
pressure personnel suits ventilated by a 
life support system. 

“Appendix G-II-D-4. Laboratory 
Facilities. 

“Appendix G-II-D-4~a. The maximum 
containment facility consists of either a 
separate building or a clearly 
demarcated and isolated zone within a 
building. Outer and inner change rooms 
separated by a shower are provided for 
personnel entering and leaving the 
facility. A doubledoored autoclave, 
fumigation chamber, or ventilated 
airlock is provided for passage of those 
materials, supplies, or equipment which 
are not brought into the facility through 
the change room. 

“Appendix G-II-D-4-b. Walls, floors, 
and ceilings of the facility are 
constructed to form a sealed internal 
shell which facilitates fumigation and is 
animal and insect proof. The internal 
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surfaces of this shell are resistant to 
liquids and chemicais, thus facilitating 
cleaning and decontamination of the 
area. All penetrations in these structures 
and surfaces are sealed. Any drains in 
the floors contain traps filled with a 
chemical disinfectant of demonstrated 
efficacy against the target agent, and 
they are connected directly to the liquid 
waste decontamination system. Sewer 
and other ventilation lines contain 
HEPA filters. 

“Appendix G-II-D-4—c. Internal 
facility appurtenances, such as light 
fixtures, air ducts, and utility pipes, are 
arranged to minimize the horizontal 
surface area on which dust can settle. 

“Appendix G-II-D-4—d. Bench tops 
have seamless surfaces which are 
impervious to water and resistant to 
acids, alkalis, organic solvents, and 
moderate heat. 

“Appendix G-II-D-4-e. Laboratory 
furniture is of simple and sturdy 
construction, and spaces between 
benches, cabinets, and equipment are 
accessible for cleaning. 

“Appendix G-II-D-4-f. A foot, elbow, 
or automatically operated hand-washing 
sink is provided near the door of each 
laboratory room in the facility. 

“Appendix G-II-D-4-g. If there is a 
central vacuum system, it does not serve 
areas outside the facility. In-line HEPA 
filters are placed as near as practicable 
to each use point or service cock. Filters 
are installed to permit in-place 
decontamination and replacement. 
Other liquid and gas services to the 
facility are protected by devices that 
prevent backflow. 

“Appendix G-II-D-4-h. If water 
fountains are provided, they are foot 
operated and are located in the facility 
corridors outside the laboratory. The 
water service to the fountain is not 
connected to the backflow-protected 
distribution system supplying water to 
the laboratory areas. 

“Appendix G-II-D-4+-i. Access doors 
to the laboratory are self-closing and 
lockable. 

“Appendix G-II-D-4-j. Any windows 
are breakage resistant. 

“Appendix G-II-D-4-k. A double- 
doored autoclave is provided for 
decontaminating materials passing out 
of the facility. The autoclave door which 
opens to the area external to the facility 
is sealed to the outer wall and 
automatically controlled so that the 
outside door can only be opened after 
the autoclave “sterilization” cycle has 
been completed. 

“Appendix G-II-D-4-1. A pass- 
through dunk tank, fumigation chamber, 
or an equivalent decontamination 
method is provided so that materials 





and equipment that cannot be 
decontaminated in the autoclave can be 
safely removed from the facility. 

“Appendix G-I]-D—4—m. Liquid 
effluents from laboratory sinks, 
biological safety cabinets, floors, and 
autoclave chambers are decontaminated 
by heat treatment before being released 
from the maximum containment facility. 
Liquid wastes from shower rooms and 
toilets may be decontaminated with 
chemical disinfectants or by heat in the 
liquid waste decontamination system. 
The procedure used for heat 
decontamination of liquid wastes is 
evaluated mechanically and biologically 
by using a recording thermometer and 
an indicator microorganism with a 
defined heat susceptibility pattern. If 
liquid wastes from the shower room are 
decontaminated with chemical 
disinfectants, the chemical used is of 
demonstrated efficacy against the target 
or indicator microorganisms. 

“Appendix G-II-D-4-n. An individual 
supply and exhaust air ventilation 
system is provided. The system 
maintains pressure differentials and 
directional airflow as required to assure 
flows inward from areas outside of the 
facility toward areas of highest potential 
risk within the facility. Manometers are 
used to sense pressure differentials 
between adjacent areas maintained at 
diafferent pressure levels. If a system 
malfunctions, the manometers sound an 
alarm. The supply and exhaust airflow 
is interlocked to assure inward (or zero) 
airflow at all times. 

“Appendix G-II-D-—-0. The exhaust 
air from the facility is filtered through 
HEPA filters and discharged to the 
outside so that it is dispersed away from 
occupied buildings and air intakes. 
Within the facility, the filters are located 
as near the laboratories as practicable 
in order to reduce the length of 
potentially contaminated air ducts. The 
filter chambers are designed to allow in 
situ decontamination before filters are 
removed and to facilitate certification 
testing after they are replaced. Coarse 
filters and HEPA filters are provided to 
treat air supplied to the facility in order 
to increase the lifetime of the exhaust 
HEPA filters and to protect the supply 
air system should air pressures become 
unbalanced in the laboratory. 

“Appendix G-il-D-4-p. The treated 
exhaust air from Class I and II biological 
safety cabinets can be discharged into 
the laboratory room environment or the 
outside through the facility air exhaust 
system. If exhaust air from Class I or Il 
biological safety cabinets is discharged 
into the laboratory the cabinets are 
tested and certified at 6-month intervals. 
The treated exhaust air from Class Il 
biological safety cabinets is discharged, 


without recirculation through two sets 
of HEPA filters in series, via the facility 
exhaust air system. If the treated 
exhaust air from any of these cabinets is 
discharged to the outside through the 
facility exhaust air system, it is 
connected to this system in a manner 
{e.g., thimble unit connection [12] that 
avoids any interference with the air 
balance of the cabinets or the facility 
exhaust air system. 

“Appendix G-II-D-4-4. A specifically 
designed suit area may be provided in 
the facility. Personnel who enter this 
area wear a one-piece positive pressure 
suit that is ventilated by a life support 
system. The life support system includes 
alarms and emergency backup breathing 
air tanks. Entry to this area is 
an airlock fitted with airtight doors. A 
chemical shower is provided to 
decontaminate the surface of the suit 
before the worker leaves the area. The 
exhaust air from the suit area is filtered 
by two sets of HEPA filters installed in 
series. A duplicate filtration unit, 
exhaust fan, and an automatically 
starting emergency power source are 
provided. The air pressure within the 
suit area is lower than that of any . 
adjacent area. Emergency lighting and 
communication system are provided. All 
penetratins into the internal shell of the 
suit area are sealed. A double-doored 
autoclave is provided for 
decontaminating waste materials to be 
removed from the suit area.” 

j. The following modifications are 
made in Appendix G-III, Footnotes and 
References of Appendix G: 

(1) The second footnote in Appendix 
G-Ill, Footnotes and References of 
Appendix G is deleted. The following 
language i is substituted: 

“2. Biosafety in Microbiological and 
Biomedical Laboratories, ist Edition 
(March 1984) U.S. Department of Health 
and Human Services. Public Health 
Service. Centers for Disease Control, 
Atlanta, Georgia 30333, and National 
Institutes of Health, Bethesda, Maryland 
20205.” 

(2) The following language is added to 
the end of Appendix G-III-12: 

“National Sanitation Foundation 
Standard 49. 1976. Class II (Laminar 
Flow) Biohazard Cabinetry. Ann Arbor, 
Michigan.” 

(3) The following footnotes are added 
to Appendix G-IIl: 

“13. Biosafety Level 1 is suitable for 
work involving agents of no known or 
minimal potential hazard to laboratory 
personnel and the environment. The 
laboratory is not separated from the 
general traffic patterns in the building. 
Work is generally conducted on open 
bench tops. Special containment 
equipment is not required or generally 
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used. Laboratory personnel have 
specific training in the procedures 
conducted in the laboratory and are 
supervised by a scientist with general 
training in microbiology or a related 
science (see Appendix G-Iil-2). 

“14. Biosafety Level 2 is similar to 
Level 1 and is suitable for work 
involving agents of moderate potential 
hazard to personnel and the 
environment. It differs in that: (1) 
laboratory personnel have specific 
training in handling pathogenic agents 
and are directed by competent 
scientists; (2) access to the laboratory is 
limited when work is being conducted; 
and (3) certain procedures in which 
infectious aerosols are created are 
conducted in biological safety cabinets 
or other physical containment 
equipment (see Appendix G-III-2). 

“15. Office of Research Safety, 
National Cancer Institute, and the 
Special Committee of Safety and Health 
Experts. 1978. ‘Laboratory Safety 
Monograph: A Supplement to the NIH 
Guidelines for Recombinant DNA 
Research.’ Bethesda, Maryland, 
National Institutes of Health. 

“16. Biosafety Level 3 is applicable to 
clinical, diagnostic, teaching, research, 
or production facilities in which work is 
done with indigenous or exotic agents 
which may cause serious or potentially 
lethal disease as a result of exposure by 
the inhalation route. Laboratory 
personnel have specific training in 
handling pathogenic and potentially 
lethal agents and are supervised by 
competent scientists who are 
experienced in working with these 
agents. All procedures involving the 
manipulation of infectious material are 
conducted within biological safety 
cabinets or other physical containment 
devices or by personnel wearing 
appropriate personal protective clothing 
and devices. The laboratory has special 
engineering and design features. It is 
recognized, however, that many existing 
facilities may not have all the facility 
safeguards recommended for Biosafety 
Level 3 (e.g., access zone, sealed 
penetrations, and directional airflow, 
etc.). In these circumstances, acceptable 
safety may be achieved for routine or 
repetitive operations (e.g., diagnostic 
procedures involving the propagation of 
an agent for identification, typing, and 
susceptibility testing) in laboratories 
where facility features satisfy Biosafety 
Level 2 recommendations provided the 
recommended ‘Standard Microbiological 
Practices,’ ‘Special Practices,’ and 
‘Containment Equipment’ for Biosafety 
Level 3 are rigorously followed. The 
decision to implement this modification 
of Biosafety Level 3 recommendations 
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should be made only by the laboratory 
director (see Appendix G-III-2).” 

k. Tabie I and Table II of Appendix G 
are deleted and the following table is 
substituted. 


TABLE 1.—PossiBte ALTERNATIVE COMBINA- 
TIONS OF PHYSICAL AND BIOLOGICAL COoN- 


TAINMENT SAFEGUARDS 


8. Appendix H. Shipment 


a. Wherever the terms “Pl, P2, P3, P4”’ 
appear, the term “BL1” is substituted for 
the term “P1;” the term “BL2” is 
substituted for “P2;” the term “BL3” is 
substituted for “P3;" and the term “BL4” 
is substituted for “P4.” 

b. Appendix H-III of Appendix H, 


Shipment, is modified to read as follows: 


Appendix H-III. Information on 
packaging and labeling of etiologic 
agents is shown in Figures 1, 2, and 3. 


Additional information on packaging 
and shipment is given in the ‘Laboratory 
Safety Monograph—A Supplement to 
the NIH Guidelines for Recombinant 
DNA Research,’ available from the 
Office of Recombinant DNA Activities 
and in ‘Biosafety in Microbiological and 
Biomedical Laboratories’ (see Appendix 
G-Iil-2).” 


9. Appendix K, Physical Containment for 
Large-Scale Uses of Organisms 
Containing Recombinant DNA 
Molecules. 


a. Wherever the terms “Pl, P2, P3, P4” 
appear, the term “BL1” is substituted for 
the term “P1;” the term “BL2” is 
substituted for the term “P2;” the term 
“BL3” is substituted for “P3;" and the 
term “BLA” is substituted for “P4.” 

b. Wherever the terms “PI-LS, P2-LS, 
P3-LS, P4—LS” appear, the term “BL1- 
LS” (for Biosafety Level 1—large-Scale) 
is substituted for term “P1-LS;” the term 
“BL2-LS” is substituted for ““P2-LS;” and 
the term “BL3-LS” is substituted for 
“P3-LS.” 


Dated: November 15, 1984. 
James B. Wyngaarden, M.D., 


Director, National Institutes of Health. 


OMB's “Mandatory Information 
Requirements for Federal Assistance 
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Program Announcements” (45 FR 39592) 
requires a statement concerning the 
official government programs contained 
in the Catalog of Federal Domestic 


- Assistance. Normally NIH lists in its 


announcements the number and title of 
affected individual programs for the 
guidance of the public. Because the 
guidance in this notice covers not only 
virtually every NIH program but also 
essentially every federal research 
program in which DNA recombinant 
molecule techniques could be used, it 
has been determined to be not cost 
effective or in the public interest to 
attempt to list these programs. Such a 
list would likely require several 
additional pages. In addition, NIH could 
not be certain that every federal 
program would be included as many 
federal agencies, as well as private 
organizations, both national and 
international, have elected to follow the 
NIH Guidelines. In lieu of the individual 
program listing, NIH invites readers to 
direct questions to the information 
address above about whether individual 
programs listed in the Catalogue of 
Federal Domestic Assistance are 
affected. 

(FR Doc. 84~30641 Filed 11-21-84; 8:45 am] 
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I. Scope of the Guidelines 


I-A. Purpose. The purpose of these 
Guidelines is to specify practices for 
constructing and handling: (i) 
Recombinant DNA molecules and (ii) 
organisms and viruses containing 
recombinant DNA molecules. 

I-B. Definition of Recombinant DNA 
Molecules. In the context of these 
Guidelines, recombinant DNA molecules 
are defined as either: (i) Molecules 
which are constructed outside living 
cells by joining natural or synthetic 
DNA segments to DNA molecules that 
can replicate in a living cell, or (ii) DNA 
molecules that result from the 
replication of those described in (i) 
above. 

Synthetic DNA segments likely to 
yield a potentially harmful 
polynucleotide or polypeptide (e.g., a 
toxin or a pharmacologically active 
agent) shall be considered as equivalent 
to their natural DNA counterpart. If the 
synthetic DNA segment is not expressed 
in vivo as a biologically active 
polynucleotide or polypeptide product, it 
is exempt from the Guidelines. 

I-C. General Applicability. The 
Guidelines are applicable to all 
recombinant DNA research within the 
United States or its territories which is 
conducted at or sponsored by an 
Institution that receives any support for 
recombinant DNA research from the 
National Institutes of Health (NIH). This 
includes research performed by NIH 
directly. 

An individual receiving support for 
research involving recombinant DNA 
must be associated with or sponsored 
by an Institution that can and does 
assume the responsibilities assigned in 
these Guidelines. 

The Guidelines are also applicable to 
projects done abroad if they are 
supported by NIH funds. If the host 
country, however, has established rules 
for the conduct of recombinant DNA 
projects, then a certificate of compliance 
with those rules may be submitted to 
NIH in lieu of compliance with the NIH 
Guidelines. NIH reserves the right to 
withhold funding if the safety practices 
to be employed abroad are not 
reasonably consistent with the NIH 
Guidelines. 

I-D. General Definitions. The 
following terms, which are used 
throughout the Guidelines, are defined 
as follows: 

/-D-1. “Institution” means any public 
or private entity (including Federal, 
State, and local government agencies). 

I-D-2. “Institutional Biosafety 
Committee” or “IBC” means a 
committee that: (i) Meets the 
-equirements for membership specified 


in Section [V-B-2, and [ii) reviews, 
approves, and oversees projects in 
accordance with the responsibilities 
defined in Sections IV-B-2 and IV-B-3. 

I-D-3. “NIH Office of Recombinant 
DNA Activities” or “ORDA” means the 
office within NIH with responsibility for: 
(i) Reviewing and coordinating all 
activities of NIH related to the 
Guidelines, and (ii) performing other 
duties as defined in Section IV-C-3. 

[-D-4. “Recombinant DNA Advisory 
Committee” or “RAC” means the public 
advisory committee that advises the 
Secretary, the Assistant Secretary for 
Health, and the Director of the NIH 
concerning recombinant DNA research. 
The RAC shall be constituted as 
specifed in Section IV-C-2. 

I-D-5. “Director, NIH” or “Director” 
means the Director of the NIH or any 
other officer or employee of NIH to 
whom authority has been delegated. 


Il. Containment 


Effective biological safety programs 
have been operative in a variety of 
laboratories for many years. 
Considerable information, therefore, 
already exists for the design of vhysical 
containment facilities and the selection 
of laboratory procedures applicable to 
organisms carrying recombinant DNAs 
(3-16). The existing programs rely upon 
mechanisms that, for convenience, can 
be divided into two categories: (i) A set 
of standard practices that are generally 
used in microbiological laboratories, 
and (ii) special procedures, equipment, 
and laboratory installations that provide 
physical barriers which are applied in 
varying degrees according to the 
estimated biohazard. Four biosafety 
levels (BL) are described in Appendix G. 
These biosafety levels consist of 
combinations of laboratory practices 
and techniques, safety equipment, and 
laboratory facilities appropriate for the 
operations performed and the hazard 
posed by agents and for the laboratory 
function and activity. BL4 provides the 
most stringent containment conditions, 
BL1 the least stringent. 

Experiments on recombinant DNAs by 
their very nature lend themselves to a 
third containment mechanism—namely, 
the application of highly specific 
biological barriers. In fact, natural 
barriers do exist which limit either: (i) 
The infectivity of a vector or vehicle 
(plasmid or virus) for specific hosts, or 
(ii) its dissemination and survival in the 
environment. The vectors that provide 
the means for replication of the 
recombinant DNAs and/or the host cells 
in which they replicate can be 
genetically designed to decrease by 
many orders of magnitude the 
probability of dissemination of 
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recombinant DNAs outside the 
laboratory. Further details on biological 
containment may be found in Appendix 


As these three means of containment 
are complementary, different levels of 
containment appropriate for 
experiments with different recombinants 
can be established by applying various 
combinations of the physical and 
biological barriers along with a constant 
use of the standard practices. We 
consider these categories of 
containment separately in order that 
such combinations can be conveniently 
expressed in the Guidelines. 

In constructing these Guidelines, it 
was necessary to define boundary - 
conditions for the different levels of 
physical and biological containment and 
for the classes of experiments to which 
they apply. We recognize that these 
definitions do not take into account all 
existing and anticipated information on 
special procedures that will allow 
particular experiments to be carried out 
under different conditions than 
indicated here without affecting risk. 
Indeed, we urge that individual 
investigators devise simple and more 
effective containment procedures, and 
that investigators and IBCs recommend 
changes in the Guidelines to permit their 
use. 


Ili. Guidelines for Covered Experiments 


Part III discusses experiments 
involving recombinant DNA. These 
experiments have been divided into four 
classes: 

III-A. Experiments which require 
specific FAC review and NIH and IBC 
approval before initiation of the 
experiment; 

II-B. Experiments which require IBC 
approval before initiation of the 
experiment; 

III-C. Experiments which require IBC 
notification at the time of initiation of 
the experiment; 

IlJ-D. Experiments which are exempt 
from the procedures of the Guidelines. 

IF AN EXPERIMENT FALLS INTO 
BOTH CLASS III-A AND ONE OF THE 
OTHER CLASSES, THE RULES 
PERTAINING TO CLASS III-A MUST 
BE FOLLOWED. If an experiment falls 
into Class IlI-D and into either Class [II- 
B or III-C as well, it can be considered 
exempt from the requirements of the 
Guidelines. 

Changes in containment levels from 
those specified here may not be 
instituted without the express approval 
of the Director, NIH (see Sections IV-C- 
1-b-(1), IV-C-1—b-(2), and subsections). 

III-A. Experiments that Require RAC 
Review and NIH and IBC Approval 





Before Initiation. Experiments in this 
category cannot be initiated without 
submission of relevant information on 
the proposed experiment to NIH, the 
publication of the proposal in the 
Federal Register for thirty days of 
comment, review by the RAC, and 
specific approval by NIH. The 
containment conditions for such 
experiments will be recommended by 
RAC and set by NIH at the time of 
approval. Such experiments also require 
the approval of the IBC before initiation. 
Specific experiments already approved 
in this section and the appropriate 
containment conditions are listed in 
Appendices D and F. If an experiment is 
similar to those listed in Appendices D 
and F, ORDA may determine 
appropriate containment conditions 
according to case precedents under 
Section IV-C-1-b-(3)-(g). 

IIJ-A-1. Deliberate formation of 
recombinant DNAs containing genes for 
the biosynthesis of toxic molecules 
lethal for vertebrates at an LDso of less 
than 100 nanograms per kilogram body 
weight (e.g., microbial toxins such as the 
botulinum toxins, tetanus toxin, 
diptheria toxin, Shigella dysenteriae 
neurotoxin). Specific approval has been 
given for the cloning in E. coli K-12 of 
DNA containing genes coding for the 
biosynthesis of toxic molecules which 
are lethal to vertebrates at 100 
nanograms to 100 micrograms per 
kilogram body weight. Containment 
levels for these experiments are 
specified in Appendix F. 

IIT-A-2. Deliberate release into the 
environment of any organism containing 
recombinant DNA, except certain plants 
as described in Appendix L. 

IiI-A-3. Deliberate transfer of a drug 
resistance trait to microorganisms that 
are not known to acquire it naturally (2), 
if such acquisition could compromise the 
use of the drug to control disease agents 
in human or veterinary medicine or 
agriculture. 

IIT-A-4. Deliberate transfer of 
recombinant DNA or DNA derived from 
recombinant DNA into human subjects 
(21). The requirement for RAC review 
should not be considered to preempt any 
other required review of experiments 
with human subjects. Institutional 
Review Board (IRB) review of the 
proposal should be completed before 
submission to NIH. 

II-B. Experiments that Require IBC 
Approval Before Initiation. Investigators 
performing experiments in this category 
must submit to their IBC, prior to 
initiation of the experiments, a 
registration document that contains a 
description of: ( i) The source(s) of DNA; 
(ii) the nature of the inserted DNA 
sequences; (iii) the hosts and vectors to 


be used; (iv) whether a deliberate 
attempt will be made to obtain 
expression of a foreign gene, and, if so, 
what protein will be produced; and (v) 
the containment conditions specified in 
these Guidlelines. This registration 
document must be dated and signed by 
the investigator and filed only with the 
local IBC. The IBC shall review all such 
proposals prior to initiation of the 
experiments. Requests for lowering of 
containment for experiments in this 
category will be considered by NIH (see 
Section IV-C-1-b-(3)). 

Ili-B-1. Experiments Using Human or 
Animal Pathogens (Class 2, Class 3, 
Class 4, or Class 5 Agents (1) as Host- 
Vector Systems. 

JIJ-B-1-a. Experiments involving the 
introduction of recombinant DNA into 
Class 2 agents can he carried out at BL2 
containment. 

II-B-1-b. Experiments involving the 
introduction of recombinant DNA into 
Class 3 agents can be carried out at BL3 
containment. 

IlI-B-1-c. Experiments involving the 
introduction of recombinant DNA into 
Class 4 agents can be carried out at BL4 
containment. 

IlJ-B-1-d. Containment conditions for 
experiments involving the introduction 
of recombinant DNA into class 5 agents 
will be set on a case-by-case basis 
following ORDA review. A U.S. 
Department of Agriculture (USDA) 
permit is required for work with Class 5 
agents (28, 20). 

Ill-B-2. Experiments in Which DNA 
from Human or Animal Pathogens 
(Class 2, Class 3, Class 4, or Class 5 
agents (1) is Cloned in Nonpathogenic 
Prokaryotic or Lower Eukaryotic Host- 
Vector Systems. 

III-B-2-a. Recombinant DNA 
experiments in which DNA from Class 2 
or Class 3 agents (7) is transferred into 
nonpathogenic prokaryotes or lower 
eukaryotes may be performed under BL2 
containment. Recombinant DNA 
experiments in which DNA from Class 4 
agents is transferred into nonpathogenic 
prokaryotes or lower eukaryotes can be 
performed at BL2 containment after 
demonstration that only a totally and 
irreversibly defective fraction of the 
agent’s genome is present in a given 
recombinant. In the absence of such a 
demonstration, BL4 containment should 
be used. Specific lowering of 
containment to BL1 for particular 
experiments can be approved by the 
IBC. Many experiments in this category 
will be exempt from the guidelines (see 
Sections III-D-4 and III-D-5). 
Experiments involving the formation of 
recombinant DNAs for certain genes 
coding for molecules toxic for 
vertebrates require RAC review and 


Federal Register / Vol. 49, No. 227 / Friday, November 23, 1984 / Notices 


NIH approval (see Section III-A-1) or 
must be carried out under NIH specified 
conditions as described in Appendix F. 

II-B-2-b, Containment conditions for 
experiments in which DNA from Class 5 
agents is transferred into nonpthogenic 
prokaryotes or lower eukaryotes will be 
determined by ORDA following a case- 
by-case review. A USDA permit is 
required for work with Class 5 agents 
(28, 20). 

IlI-B-3. Experiments Involving the 
Use of Infectious Animal or Plant 
Viruses or Defective Animal or Plant 
Viruses in the Presence of Helper Virus 
in Tissue Culture Systems. 

Caution: Special care should be used 
in the evaluation of containment levels 
for experiments which are likely to 
either enhance the pathogenicity (e.g., 
insertion of a host oncogene) or to 
extend the host range (e.g., introduction 
of novel control elements) of viral 
vectors under conditions which permit a 
productive infection. In such cases, 
serious consideration should be given to 
raising the physical containment by at 
least one level. 

Note.—Recombinant DNA molecules which 
contain less than two-thirds of the genome of 
any eukaryotic virus (all virus from a single 
Family(17) being considered identical (79) 
may be considered defective and can be used 
in the absence of helper under the conditions 
specified in Section III-C. 


III-B-3-a. Experiments involving the 
use of infectious Class 2 animal viruses 
(1) or defective Class 2 animal viruses in 
the presence of helper virus can be 
performed at BL2 containment. 

III-B-3-b. Experiments involving the 
use of infectious Class 3 animal viruses 
(2) or defective Class 3 animal viruses in 
the presence of helper virus can be 
carried out at BL3 containment. 

III-B-3-c. Experiments involving the 
use of infectious Class 4 viruses (2) or 
defective Class 4 viruses in the presence 
of helper virus may be carried out under 
BL4 containment. 

Ill-B-3-d. Experiments involving the 
use of infectious Class 5 (7) viruses or 
defective Class 5 viruses in the presence 
of helper virus will be determined on a 
case-by-case basis following ORDA 
review. A USDA permit is required for 
work with Class 5 pathogens (78, 20). 

IiI-B-3-e. Experiments involving the 
use of infectious animal or plant viruses 
or defective animal or plant viruses in 
the presence of helper virus not covered 
by Sections III-B-3-a, III-B-3-b, III-B- 
3-c, or III-B-3-d may be carried out 
under BL1 containment. 

IlI-B-4. Recombinant DNA 
Experiments Involving Whole Animals 
or Plants. 
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III-B-4-a. DNA from any source 
except for greater than two-thirds of a 
eukaryotic viral genome may be 
transferred to any non-human 
vertebrate organism and propagated 
under conditions of physical 
containment comparable to BL1 and 
appropriate to the organism under study 
(2). It is important that the investigator 
demonstrate that the fraction of the viral 
genome being utilized does not lead to 
productive infection. A USDA permit is 
required for work with Class 5 agents. 
(78, 20) 

I1I-B-4-b. For all experiments 
involving whole animals and plants and 
not covered by Section III-B-4-a, the 
appropriate containment will be 
determined by the IBC (22). 

II-B-5. Experiments Involving More 
Than 10 Liters of Culture. The 
appropriate containment will be decided 
by the IBC. Where appropriate, 
Appendix K, Physical Containment for 
Large-Scale Uses of Organisms 
Containing Recombinant DNA 
Molecules, should be used. 

IlI-C. Experiments that Require IBC 
Notice Simultaneously with Initiation of 
Experiments. Experiments not included 
in Sections III-A, III-B, IlI-D, and 
subsections of these sections are to be 
considered in Section III-C. All such 
experiments can be carried out at BL1 
containment. For experiments in this 
category, a registration document as 
described in Section III-B must be dated 
and signed by the investigator and filed 
with the local IBC at the time of 
initiation of the experiment. The IBC 
shall review all such proposals, but IBC 
review prior to initiation of the 
experiment is not required. (The.reader 
should refer to the policy statement in ~ 
the first two paragraphs of Section IV- 
A) 

For example, experiments in which all 
components derive from non-pathogenic 
prokaryotes and non-pathogenic lower 
eukaryotes fall under Section III-C and 
can be carried out at BL1 containment. 

Caution: Experiments Involving 
Formation of Recombinant DNA 
Molecules Containing no more than 
Two-Thirds of the Genome of any 
Eukaryotic Virus. Recombinant DNA 
molecules containing no more than two- 
thirds of the genome of any eukaryotic 
virus (all viruses from a single Family 
(77) being considered identical (19)) may 
be propagated and maintained in cells in 
tissue culture using BL1 containment. 
For such experiments, it must be shown 
that the cells lack helper virus for the 
specific Families of defective viruses 
being used. If helper virus is presented, 
procedures specified under Section II-B- 
3 should be used. The DNA may contain 
fragments of the genome of viruses from 


more than one Family but each fragment 
must be less than two-thirds of a 
genome. 

IlI-D. Exempt Experiments. The 
following recombinant DNA molecules 
are exempt from these Guidelines and 
no registration with the IBC is 
necessary: 

III-D-1. Those that are not in 
organisms or viruses. 

IlI-D-2. Those that consist entirely of 
DNA segments from a single 
nonchromosomal or viral DNA source 
though one or more of the segments may 
be a synthetic equivalent. 

III-D-3. Those that consist entirely of 
DNA from a prokaryotic host including 
its indigenous plasmids or viruses when 
propagated only in that host (or a 
closely related strain of the same 
species) or when transferred to another 
host by well established physiological 
means; also, those that consist entirely 
of DNA from an eukaryotic host 
including its chloroplasts, mitochondria, 
or plasmids (but excluding viruses) 
when propagated only in that host (or a 
closely related strain of the same 
species). ~ 

III-D-4, Certain specified 
recombinant DNA molecules that 
consist entirely of DNA segments from 
different species that exchange DNA by 
known physiological processes though 
one or more of the segments may be a 
synthetic equivalent. A list of such 
exchangers will be prepared and 
periodicaly revised by the Director, NIH, 
with advice of the RAC after 
appropriate notice and opportunity for 
public comment (see Section IV-C-1-b- 
(1)-(c)). Certain classes are exempt as of 
publication of these revised Guidelines. 
This list is in Appendix A. An updated 
list may be obtained from the Office of 
Recombinant DNA Activities, National 
Institutes of Health, Building 31, Room 
3B10, Bethesda, Maryland 20205. 

JiI-D-5. Other classes of recombinant 
DNA molecules if the Director, NIH, 
with advice of the RAC, after 
appropriate notice and opportunity for 
public comment, finds that they do not 
present a significant risk to health or the 
environment (see Section IV—C-1—b-(1)- 
(c)). Certain classes are exempt as of 
publication of these revised Guidelines. 
The list is in Appendix C. An updated 
list may be obtained from the Office of 
Recombinant DNA Activities, National 
Institutes of Health, Building 31, Room 
3B10, Bethesda, Maryland 20205. 


IV. Roles and Responsibilities 


IV-A. Policy. Safety in activities 
involving recombinant DNA depends on 
the individual conducting them. The 
Guidelines cannot anticipate every 
possible situation. Motivation and good 
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judgment are the key essentials to 
protection of health and the 
environment. 

The Guidelines are intended to help 
the Institution, Institutional Biosafety 
Committee (IBC), Biological Safety 
Officer (BSO), and Principle Investigator 
(PI) determine the safeguards that 
should be implemented. These 
Guidelines will never be complete or 
final, since all conceivable experiments 
involving recombinant DNA cannot be 
foreseen. Therefore, it is the 
responsibility of the Institution and 
those associated with it to adhere to the 
intent of the Guidelines as well as to 
their specifics. : 

Each Institution (and the IBC acting 
on its behalf) is responsible for ensuring 
that recombinant DNA activities comply 
with the Guidelines. General recognition 
of institutional authority and 
responsibility properly establishes 
accountability for safe conduct of the 
research at the local level. 

The following roles and 
responsibilities constitute an 
administrative framework in which 
safety is an essential and integral part of 
research involving recombinant DNA 
molecules. Further clarifications and 
interpretations of roles and 
responsibilities will be issued by NIH as 
necessary. 

IV-B. Responsibilities of the 
Institution. 

IV-B-1. General Information. Each 
Institution conducting or sponsoring 
recombinant DNA research covered by 
these Guidelines is responsible for 
ensuring that the research is carried out 
in full conformity with the provisions of 
the Guidelines. In order to fulfill this 
responsibility, the Institution shall: 

IV-B-1-a. Establish and implement 
policies that provide for the safe 
conduct of recombinant DNA research 
and that ensure compliance with the 
Guidelines. The Institution as part of its 
general responsibilities for implementing 
the Guidelines may establish additional 
procedures as necessary to govern the 
Institution and its components in the 
discharge of its responsibilities under 
the Guidelines. This may include: (i) 
Statements formulated by the Institution 
for general implementation of the 
Guidelines, and (ii) whatever additional! 
precautionary steps the Institution may 
deem appropriate. 

IV-B-1-b. Establish an IBC that meets 
the requirements set forth in Section IV- 
B-2 and carries out the functions 
detailed in Section IV-B-3. 

IV-B-1-c. If the Institution is engaged 
in recombinant DNA research at the BL3 
or BL4 containment level, appoint a 
BSO, who’shall be a member of the [BC 





and carry Gut the duties specified in: 
Section IV-B-4. 
IV-B-1-d. Require that investigators. 
covered 


provisions of Section [V-B-5 and assist 
investigators: to do so. 

/V-B-1-e. Ensure appropriate training 
for the IBC chairperson and members, 
the BSO, Pls, and laboratory staff 
implementation, and laberatory safety. 
Responsibility for training IBC members 
may be carried out through the IBC. 
chairperson. Responsibility for training 
laboratory staff may be carried out 
through the PI. The Institution is. 
responsible for seeing that the PI has 
sufficient training but may delegate this 
responsbility to. the IBC. 

IV-B-1-f. Determine the necessity in 
connection with each: project for health 
surveillance of recombinant DNA 
research. personnel, and conduct, if 
found appropriate, a health surveillance 
program for the project. [The 
“Laboratory Safety Monograph” (LSM) 
discusses various possible components 
of such a program—for example, records 
of agents handled, active investigation 
of relevant illnesses, and the 
maintenance of serial serum samples for 
monitoring serologic changes that may 
result from the employees’ work 
experience. Certain medical conditions 
may place a laboratory worker at 
increased risk in any endeavor where 
infectious agents are handled. Examples 
given in the LSM include 
gastrointestinal disorders and treatment 
with steroids, immunosuppressive drugs, 
or antibiotics. Workers with such 
disorders or treatment should be 
evaluated to determine whether they 
should be engaged in research with 
potentially hazardous organisms during 
their treatment or illness. Copies of the 
LSM are available from ORDA.] 

IV-B-1-g. Report within 30 days to 
ORDA any significant problems with 
and violations of the Guidelines and 
significant research-related accidents 
and illnesses, unless the institution 
determines that the Pi or IBC has done 
so. 

IV-B-2. Membership and Procedures 
of the IBC. Institution shal! establish an 
IBC whose responsibilities need not be 
restricted to recombinant DNA. The 
committee shall meet the following 
requirements: 

EV-B-2-a. The IBC shall comprise no 
fewer than five members so selected 
that they collectively have experience 
and expertise in recombinant DNA 
technology and the capability to assess 
the safety of recombinant DNA research 
experiments and any potential risk to 
public health or the environment. At 


least two members shall rot be 
affiliated with the Institution (apart frem 
their membership on the IBC) and! shall 
represent the interest of the surrounding 
community with respect to health and’ 
protection of the environment. Members 
meet this requirement if, for example, 
they are officials of State or local public 
health or environmental! protection 
agencies, members of other local 
governmental bodies, or persons active 
in medical, occupational health, or 
environmental concerns in the 
community. The BSO, mandatory when 
research is being conducted at the BL3 
and BL4 levels, shall be a member (see 
Section FV-B-4). 

IV-B-2-b. In order to ensure the 
competence necessary to. review 
recombinant DNA activites, it is 
recommended that: (iJ The IBC include 
persons with expertise in recombinant 
DNA technology, biological safety, and 
physical containment; (ii) the IBC 
include, or have available as 
consultants, persons konwledgeable in 
institutional commitments and policies, 
applicable law, standards of 
professional conduct and practice, 
community attitudes, and the 
environment; and (iii) at least one 
member be from the laboratory 
technical staff. 

IV-B-2-c. The Institution shall 
identify the committee members by 
name in a report to ORDA and shall 
include relevant background 
information on. each member in such 
form and at such times as ORDA may 
require. 

IV-B-2-d. No member of an IBC may 
be involved (except to provide 
information requested. by the IBC) in the 
review or approval of a project in which 
he or she has been or expects to be 
engaged or has a direct financial 
interest. 

IV-B-2-e.. The Institution, who is 
ultimately responsible for the 
effectiveness of the IBC, may establish 
procedures: that the IBC will follow in its 
initial and continuing review of 
applications,, proposals, and activities. 
(IBC. review procedures are specified in 
Section IV-B-3-a.) 

[V-B-2-f. Institutions are encouraged 
to: open IBC meetings to the: public 
whenever possible, consistent with 
protection of privacy and praprietary 
interests. 

IV-B-2-g, Upon request, the 
Instituiton shall make available to the 
public all minutes of IBC meetings and 
any documents submitted to or received 
from funding agencies which the latter 
are required to make available to the 
public. If comments are made by 
members of the public on IBC actions, 
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the Instituiton shall forward’ to NIH both 
the comments and the IBC’s: response. 

IV-B-3. Functions of the IBC. On 
behalf of the Institution, the ‘BC is 
responsible for: 

IV-B-3-a. Reviewing for compliance 
with the NIH Guidelines recombinant 
DNA research as specified in Part If 
conducted at or sponsored by the 
Institution, and approving those 
research projects. that it finds are in 
conformity with the Guidelines. This 
review shall include: 

IV-B-3-a-(1). An independent 
assessment of the containment levels. 
required by these Guidelines for the 
proposed research, and 

IV-B-3-a(2). An assessment of the 
facilities, procedures, and practices, and 
of the training and expertise of 
recombinant DNA personnel. 

IV-B-3-b. Notifying the PI of the 
results of their review. 

IV-B-3-c.. Lowering containment 
levels for certain experiments as 
specified in Section III-B-2. 

IV-B-3~d. Setting containment levels 
as specified in Section II-B—4—d and HI- 
B-5. 

IV-B-3-e. Reviewing periodically 
recombinant DNA research being 
conducted at the Institution to ensure 
that the requirements of the Guidelines 
are being fulfilled. 

IV-B-2-f. Adopting emergency plans 
covering accidental spills and personnel 
contamination resulting from such 
research. 


Note Basic elements: in developing specific 
procedures for dealing with major spills of 
potentially hazardous materials in the 
laboratory are detailed in the LSM. Included 
are information and references on 
decontamination and emergency plans. NIH 
and the Centers for Disease Control are 
available to provide consultation and direct 
assistance, if necessary,,as posted in the 
LSM. The Institution shall cooperate with the 
State and local public health departments 
reporting any significant research-related 
illness or accident that appears ta be a 
hazard to the public. health. 


IV-B-3-g. Reporting within 30 days io 
the appropriate: institutional official and 
to ORDA any significant problems with 
er violations of the Guidelines and any 
significant research-related accidents or 
illnesses: unless the IBC determines that 
the PI has done so. 

IV-B-3-h. The IBC may not authorize 
initiation of experiments not explicitly 
covered by the Guidelines until NIH 
(with the advice of the RAC when 
required) established the containment 
requirement. 

IV-B-3-i. Performing such other 
functions a3 may be delegated to the 
IBC under Section FV-B-1. 
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IV-B-4. Biological Safety Officer. The 
Institution shall appoint a BSO if it 
engages in recombinant DNA research 
at the BL3 or BL4 containment level. The 
officer shall be a member of the IBC, 
and his or her duties shall include (but 
need not be limited to): 

IV-B-4-a. Ensuring through periodic 
inspections that laboratory standards 
are rigorously followed; 

IV-B-4-b, Reporting to the IBC and 
the Institution all significant problems 
with and violations of the Guidelines 
and all significant research-related 
accidents and illnesses of which the 
BSO becomes aware unless the BSO 
determines that the PI has done so; 

IV-B-4-c. Developing emergency 
plans for dealing with accidental spills 
and personnel contamination and 
investigating recombinant DNA research 
laboratory accidents; 

IV-B-4-d. Providing advice on 
laboratory security; 

IV-B-4-e. Providing technical advice 
to the PI and the IBC on rsearch safety 
procedures. : 

Note—See LSM for additional information 
on the duties of the BSO. 

IV-B-5. Principal Investigator (PI). 
On behalf of the Institution, the PI is 
responsible for complying fully with the 
Guidelines in conducting any 
recombinant DNA research. 

IV-B-5-a. PI—General. As part of this 
general responsibility, the PI shall: 

IV-B-5-a(1). Initiate or modify no 
recombinant DNA research requiring 
approval by the IBC prior to initiation 
(see Sections III-A and III-B) until that 
research or the proposed modification 
thereof has been approved by the IBC 
and has met all other requirements of 
the Guidelines; 

IV-B-5-a-(2). Determine whether 
experiments are covered by Section III- 
C and follow the appropriate 
procedures; 

IV-B-5-a-(3). Report within 30 days 
to the IBC and NIH (ORDA) all 
significant problems with and violations 
of the Guidelines and all significant 
research-related accidents and illnesses; 

IV-B-5-a-(4). Report to the IBC and to 
NIH (ORDA) new information bearing 
on the Guidelines; 

IV-B-5-a-(5). Be adequately trained 
in good microbiological techniques; 

IV-B-5-a-(6). Adhere to IBC- 
approved emergency plans for dealing 
with accidential spills and personel 
contamination; and 

IV-B-5-a-(7). Comply with shipping 
requirements for recombinant DNA 
molecules. (See Appendix H for shipping 
requirements and the LSM for technical 
recommendations.) 

IV-B-5-b. Submissions by the PI to 
NIH. The PI shall: 


IV-B-5-b-(1). Submit information to 
NIH (ORDA) in order to have new host- 
vector systems certified; 

IV-B-5-b-(2). Petition NIH with 
notice to the IBC for exemptions to these 
Guidelines; 

IV-B-5-b-(3). Petition NIH with 
concurrence of the IBC for approval to 
conduct experiments specified in 
Section III-A of the Guidelines; 

IV-B-5-b-(4). Petition NIH for 
determination of containment for 
experiments requiring case-by-case 
review; 

IV-B-5-b-(5). Petition NIH for 
determination of containment for 
experiments not covered by the 
Guidelines. 

IV-B-5-c. Submissions by the PI to 
the IBC. The PI shall: 

IV-B-5-c-{1). Make the initial 
determination of the required levels of 
physicial and biological containment in 
accordance with the Guidelines; 

IV-B-5-c-(2). Select appropriate 
microbiological practices and laboratory 
techniques to be used in the research; 

IV-B-5-c-(3). Submit the initial 
research protocol if covered under 
Guidelines Sections III-A, III-B, or III-C 
(and also subsequent changes—e.g., 
changes in the source of DNA or host- 
vector system) to be IBC for review and 
approval or disapproval; and 

IV-B-5-c-(4). Remain in 
communication with the IBC throughtout 
the conduct of the project. 

IV-B-5-d. PI Responsibilities Prior to 
Initiating Research. The PI is 
responsible for: 

IV-B-5-d-(1). Making available to the 
laboratory staff copies of the protocols 
that describe the potential biohazards 
and the precautions to be taken; 

IV-B-5-d-(2). Instructing and training 
staff in the practices and techniques 
required to ensure safety and in the 
procedures for dealing with accidents; 
and 

IV-B-5-d-{3). Informing the staff of 
the reasons and provisions for any 
precautionary medical practices advised 
or requested, such as vaccinations or 
serum collection. 

IV-B-5-e. PI Responsibilities During 
the Conduct of the Research. The PI is 
responsibile for: 

IV-B-5-e-(1). Supervising the safety 
performance of the staff to ensure that 
the required safety practices and 
techniques are employed; , 

IV-B-5-e-(2). Investigating and 
reporting in writing to ORDA, the BSO 
(where applicable), and the IBC any 
significant problems pertaining to the 
operation and implementation of 
containment practices and procedures; 


46271 


IV-B-5-e-(3). Correcting work errors 
and conditions that may result in the 
release of recombinant DNA materials; 

IV-B-5-e-(4). Ensuring the integrity of 
the physical containment (e.g., biological 
safety cabinets) and the biological 
containment (e.g., purity and genotypic 
and phenotypic characteristics). 

IV-C. Responsibilities of NIH. * 

IV-C-1. Director. The Director, NIH, 
is responsible for: (i) Establishment the 
NIH Guidelines for Research Involving 
Recombinant DNA Molecules, (ii) 
overseeing their implementation, and 
(iii) their final interpretation. 

The Director has responsibilities 
under the Guidelines that involve ORDA 
and RAC. ORDA’s responsibilities under 
the Guidelines are administrative. 
Advice from the RAC is primarily 
scientific and technical. In certain 
circumstances, there is specific 
opportunity for public comment with 
published response before final action. 

IV-C-1-a. General Responsibilities of 
the Director, NIH. The responsibilities 
of the Director shall include the 
following: 

IV-C-1-a-(1). Promulgating 
requirements as necessary to implement 
the Guidelines; 

IV-C-1-a-(2). Establishing and 
maintaining the RAC to carry out the 
responsibilities set forth in Section IV- 
C-2. The RAC’s membership is specified 
in its charter and in Section IV-C-2; 

IV-C-1-a-(3). Establishing and 
maintaining ORDA to carry out the 
responsibilities defined in Section IV-C- 
3; and 

IV-C-1-b-(4). Maintaining the Federal 
Interagency Advisory Committee on 
Recombinant DNA Reseach established 
by the Secretary, HEW (now HHS), for 
advice on the coordination of all Federal 
programs and activities relating to 
recombinant DNA including activities of 
the RAC (see Appendix J). 

IV-C-1-b. Specific Responsibilities of 
the Director, NIH. In carrying out the 
responsibilities set forth in this section, 
the Director or a designee shall weigh 
each proposed action through 
appropriate analysis and consultation to 
determine that is complies with the 
Guidelines and presents no significant 
risk to health or the environment. 

IV-C-1-b-(1) Major Actions. To 
execute major actions the Director must 
seek the advice of the RAC and provide 
an opportunity for public and Federal 
agency comment. Specifically, the 
agenda of the RAC meeting citing the 
major actions will be published in the 
Federal Register at least 30 days before 
the meeting, and the Director will also 
publish the proposed actions in the 
Federal Register for comment at least 30 





days before the meeting. In addition, the 
Direeter's prapesed decision, at his. 
discretion, may be i in the: 


Director's final decision, along with 
response to the comments, will be: 
published in the Federal Register and 
the Recombinant DNA Technical 
Bulletin.. The RAC and IBC chairpersons 
will be notified of this: decision: 

IV-C-1-b-{1}-{a). Changing 
containment levels. for types of 
experiments that are specified im the 
Guidelines when. a major action is 
involved; - 

IV-€-1-b-(1)-(b).. Assigning 
containment levels for types: of 
experiments that are not explicitly 
considered in the. Guidelines. when a 
major action is involved; 

IV-C-1-6-(1)-(c). Promulgating and 
amending a list of classes of 
recombinant DNA molecules to be: 
exempt from these Guidelines because 
they consist entirely eof DNA segments 
from species that exchange DNA by 
known physiological processes or 
otherwise do not present a significant 
risk to health or the environment; 

IV-C-1-b-(1)-(d). Permitting 
experiments specified by Section III-A 
of the Guidelines; 

IV-€-1-b-(1}-(e). Certifying new host- 
vector systems with the exception of 
minor modifications of already certified 
systems (the standards and procedures 
for certification are described in 
Appendix F-II-A. Minor modifications 
constitute, for example, those of minimal 
or no consequence to the properties 

te containment); and 

IV-€-2-5-(1}-(f). Adopting other 
changes in the Guidelines. 

IV-C-1-5-(2): Lesser Actions. Fo 
execute lesser actions, the Director must 
seek the advice of the RAC. The 
Director’s decision will be transmitted to 


Technical Bulletin: 

IV-C-t-b-(2}-(a). Interpreting and 
determining containment levels upon 
request by ORDA; 

IV-C-1-b-(2}-(b}. Changing 

- containment levels. for experiments that 
are specified in the Guidelines (see 
Section I; 

IV-C-1-b-(2}-(c). Assigning 
containment levels for experiments not 
explicitly considered in the Guidelines; 

1¥-C-2-b-(2}-(d). Revising the 
“Classification of Eticlogic Agents” for 
the purpose: of these Guidelines (7). 

IV-C-1-b-(Z}. Other Actions. The: 
Dizector’s decision will be transmitted: to 
the: RAC and IBC chairpersons and 
published in the Recombinant DINA 
Technical Bulletin: 


IV-C-1-b-{3)-(a}. Interpreting the 
Guidelines for experiments to which the 
Guidelines specifically assign 
containment levels; 

IV-C-1-b-(3}-(b). Setting containment 
under Section III-B-1-d and Section Hi~ 


IW-C-1-b-(3)}-{c}. Approving minor 
modifications: of already certified host- 
vector systems: (the standards and 
procedures for such modifications. are 
described im Appendix F-H); 

IV-C-1-b-(3}-(d). 
already certified host- vector systems; 

IV-C-1-b-(3)}-fe}. Adding new entries 
to the list of molecules toxic: for 
vertebrates (see Appendix F); 

IV-C-1-b-(3)-(f). Approving the: 
cloning of toxin. genes: in host-vecter 
systems other than &. codi K-42: (see 
Appendix F); and 

IV-C-1-b-(3}-{g). Determining 
appropriate containment conditions for 
experiments. according to case 
precedents. developed under Section FV- 
C-1-b-(2}-{c}. 

IV-C-1-b-(4). The Director shall 
conduct, support, and assist training 
programs in. laboratory safety for IBC 
moar BSOs, Pls, and laboratory 
staff. 

IV-C-2. Recombinant DNA Advisory 
Comunittee. The Recombinant DNA 
Advisory Committee (RAC) is 
responsible for carrying out specified 
functions cited below as well as others, 
assigned under its charter er by the 
Secretary, HHS, the Assistant Secretary 
for Health, and the Director, NIH. 

The committee shall consist of 25 
members, including the chair, appointed 
by the Secretary or designee, at least. 
fourteen of whom shall be selected from 
authorities knowledgeable in the fields 
of molecular biology or recombinant 
DNA research or in scientific fields 
other than molecular biology or 
recombinant DNA research, and at least 
six of whom shal! be persons 
knowledgeable in applicable law, 
standards of professional conduct and 
practice, public attitudes, the 
environment, public health, occupational 
health, or related fields. Representatives 
from Federal agencies shall serve as 
non-voting members Nominations for 
the RAC may be submitted to the Office 
of Recombinant DNA Activities, 
National Institutes of Health, Building 
31, Reom 3810, Bethesda, MD 20205. 

All meetings of the RAC wilt be 
announced in the Federaf Register, 
including tentative agenda items, 30 
days in advence of the meeting with 
final agendas (if modified) available at 
least 72 hours before the meeting: No 
items defined as: a major action under 
Section IV-C-1-b-f1} may be added to an 
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agenda after it appears in the Federal 
Register. 

The RAC shall be respansible for 
advising the Director, NIH, on the 
actions listed in Section [V-C-1-b-(1] and 
IV-C-1-b-(2). 

IV-C-3. The Office af Recombinant 
DNA Activities. ORDA shall serve as a 
focal point for information on 
recombinant DNA activities and provide 
advice te all within and outside NIH 
including Institutions, BSOs, Pls, Federal 
agencies, State and local governments 
and institutions in the private sectar.. 
ORDA shall carry out such other 
functions as may be delegated to it by 
the Director, NIH, including those 
authorities. described: in Section [V-C-1- 
b-(3). In addition, ORDA. shall. be 
responsible for the fallowing; 

IV-C-3-a. Reviewing and approving 
IBC membership; 

IV-C-3-b. Publishing im the Federab 
Resi 

IV-C-3-b-(1): Announcements: of RAC 
meetings and agendas at least 30' days in 
advance; 

Note.—If the agenda for an RAC meeting is 
modified, ORDA: shall meke the revised 
agenda available to anyone upom request at 
least 72 hours in advance of the meeting. 

IV-C-3-b-(2). Proposed. major actions 
of the type falling under Section IV-C-1- 
b-(1) at least 30 days prior to the RAC 
meeting at which they will be 
considered; and 

IV-C-3-6-(3). The Nit Director's. final. 
decision on recommendations. made by 
the RAC. 

IV-€-3-c. Publishing the Recombinant 
DNA Technical Bulletin; and. 

IV-C-3-d. Serving as executive 
secretary of the RAC. 

IV-C-4& Other NIH Components. Other 
NIH components: shalb be responsible for 
certifying maximum containment (BL4} 
facilities, inspecting them periodically, 
and inspecting other recombinant DNA 
facilities as: deemed mecessary. 

IV-D: Compliance. As a condition for 
NIH funding of recombinant DNA 
research, Institutions must ensure that 
such research conducted at or 
sponsored by the Institution, 
irrespective of the source of funding, 
shall comply with. these Guidelines. The 
policies on noncompliance are as 
follows: 

IV-D-1. All NIH-funded projects 
involving recombinant DNA techniques 
must comply with the NIH Guidelines. 
Noncompliance may result in: (i) 
Suspension, limitation, or termination of 
financial assistance for such projects 
and of NIH funds for other recombinant 
DNA research at the Institution, or (ii), a 
requirement for prior NIH approval of 
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any or all recombinant DNA projects at 
the Institution. 

IV-D-2. All non-NIH funded projects 
involving recombinant DNA techniques 
conducted at or sponsored by an 
Institution that receives NIH funds for 
projects involving such techniques must 
comply with the NIH Guidelines. 
Noncompliance may result in: (i) 
Suspension, limitation, or termination of 
NIH funds for recombinant DNA 
research at the Institution, or (ii) a 
requirement for prior NIH approval of 
any or all recombinant DNA projects at 
the Institution. 

IV-D-3. Information concerning 
noncompliance with the Guidelines may 
be brought forward by any person. It 
should be delivered to both NIH 
(ORDA) and the relevant Institution. 
The Institution, generally through the 
IBC, shall take appropriate action. The 
Institution shall forward a complete 
report of the incident to ORDA, 
recommending any further action. 

IV-C-4. In cases where NIH proposes 
to suspend, limit, or terminate financial 
assistance because of noncompliance 
with the Guidelines, applicable DHHS 
and Public Health Service procedures 
shall govern. 

See Appendix J for information on the 
Federal Interagency Advisory 
Committee on Recombinant DNA 
Research. 

IV-D-5. Voluntary Compliance. Any 
individual, corporation, or institution 
that is not otherwise covered by the 
Guidelines is encouraged to conduct 
recombinant DNA research activities in 
accordance with the Guidelines through 
the procedures set forth in Part VI. 


V. Footnotes and Reference of Sections I-IV 


(1) The original reference to organisms as 
Class 1, 2, 3, 4, or 5 refers to the classification 
in the publication Classification of Etiologic 
Agents on the Basis of Hazard, 4th Edition, 
July 1974; U.S. Department of Health, 
Education, and Welfare, Public Health 
Service, Centers for Disease Control, Office 
of Biosafety, Atlanta, Georgia 30333. 

The Director, NIH, with advice of the 
Recombinant DNA Advisory Committee, may 
revise the classification for the purposes of 
these Guidelines (see Section IV~C-1-—b-(2)- 
(d)). The revised list of organisms in each 
class is reprinted in Appendix B to these 
Guidelines. 

(2) In Part III of the Guidelines, there are a 
number of places where judgments are to be 
made. In all these cases the principal 
investigator is to make the judgment on these 
matters as part of his responsibility to “make 
the initial determination of the required 
levels of physical and biological containment 
in accordance with the Guidelines” (Section 
IV-B-5-c-(1)). In the cases falling under 
Sections III-A, -B or -C, this judgment is to 
be reviewed and approved by the IBC as part 
of its responsibility to make “an independent 
assessment of the containment levels 


required by these Guidelines for the proposed 
research” (Section IV-B-3-a-(1)). If the IBC 
wishes, any specific cases may be referred to 
ORDA as part of ORDA's functions to 
“provide advice to all within and outside 
NIH” (Section IV-C-3), and ORDA may 
request advice from the RAC as part of the 
RAC’s responsibility for “interpreting and 
determining containment levels upon request 
by ORDA” (Section IV—C-1—b-(2)-(a)). 

(3) Laboratory Safety at the Center for 
Disease Control (Sept. 1974). U.S. Department 
of Health, Education and Welfare Publication 
No. CDC 75-8118. 

(4) Classification of Etiologic Agents on the 
Basis of Hazard (4th Edition, July 1974). U.S. 
Department of Health, Education and 
Welfare. Public Health Service. Centers for 
Disease Control, Office of Biosafety, Atlanta, 
Georgia 30333. 

(5) National Cancer Institute Safety 
Standards far Research Involving Oncogenic 
Viruses (Oct. 1974). U.S. Department of 
Health, Education and Welfare Publication 
No. (NIH) 75-790. 

(6) National Institutes of Health 
Biohazards Safety Guide (1974). U.S. 
Department of Health, Education, and 
Welfare, Public Health Service, National 
Institutes of Health. U.S. Government Printing 


Office, Stock No. 1740-00383. 


(7) Biohazards in Biological Research 
(1973). A. Hellman, M. N. Oxman, and R. 
Pollack (ed.) Cold Spring Harbor Laboratory. 

(8) Handbook of Laboratory Safety (1971). 
2nd Edition. N. V. Steere (ed.). The Chemical 
Rubber Co., Cleveland. 

(9) Bodily, J. L. (1970). General 
Administration of the Laboratory, H. L. 
Bodily, E. L. Updyke, and J. O. Mason (eds.), 
Diagnisitic Procedures for Bacterial, Mycotic 
and Parasitic Infections. American Public 
Health Association, New York, pp. 11-28. 

(10) Darlow, H. M. (1969). Safety in the 
Microbiological Laboratory. In J. R. Norris 
and D. W. Robbins (ed.), Methods in 
Microbiology. Academic Press, Inc., New 
York, pp. 169-204. 

(11) The Prevention of Laboratory 
Acquired Infection (1974). C. H. Collins, E. G. 
Hartley, and R. Pilsworth. Public Health 
Laboratory Service, Monograph Series No. 6. 

(12) Chatigny, M. A. (1961). Protection 
Against Infection in the Microbiological 
Laboratory: Devices and Procedures. in W. 
W. Umbreit (ed.). Advances in Applied 
Microbiology. Academic Press, New York, 
N.Y. 3:131-192. 

(13) Design Criteria for Viral Oncology 
Research Facilities (1975). U.S. Department 
of Health, Education and Welfare, Public 
Health Service, National Institutes of Health, 
DHEW Publication No. (NIH) 75-891. 

(14) Kuehne, R. W. (1973). Biological 
Containment Facility for Studying Infectious 
Disease. Appl. Microbiol. 26-239-243. 

(75) Runkle, R. S., and G. B. Phillips (1969). 
Microbial Containment Control Facilities. 
Van Nostrand Reinhold, New York. 

(16) Catigny, M. A., and D. L Clinger (1969). 
Contamination Control in Aerobiology. In R. 
L. Dimmick and A. B. Akers (eds.). An 
Introduction to Experimental Aerobiology. 
John Wiley & Sons, New York, pp. 194-263. 

(17) As classified in the Third Report of the 
International Committee on Taxonomy of 


Viruses: Classification and Nomenclature of 
Viruses, R. E. F. Matthews, Ed. Intervirology 
12 (129-296) 1979. 

(18) A USDA permit, required for import 
and interstate transport of pathogens, may be 
obtained from the Animal and Plant Health 
Inspection Service, USDA, Federal Building, 
Hyattsville, MD 20782. 

"(19) i.e., the total of all genomes within a 
Family shall not exceed two-thirds of the 
genome. 

(20) All activities, including storage of 
variola and whitepox, are restricted to the 
single national facility (World Health 
Organization (WHO) Collaborating Center 
for Smallpox Research, Centers for Disease 
Control, in Atlanta). 

(27) Section I1I-A-4 covers only those 
experiments in which the intent is to modify 
stably the genome of cells of a human 
subject. Other experiments involving 
recombinant DNA in human subjects such as 
feeding of bacteria containing recombinant 
DNA or the administration of vaccines 
containing recombinant DNA are not covered 
in Section IlI-A-4 of the Guidelines. 

(22) For recombinant DNA experiments in 
which the intent is to modify stably the 
genome of cells of a human subject, see 
Section IIl-A-4. 


VI. Voluntary Compliance 


VI-A. Basic Policy. Individuals, 
corporations, and institutions not 
otherwise covered by the Guidelines are 
encouraged to do so by following the 
standards and procedures set forth in 
Parts I-IV of the Guidelines. In order to 
simplify discussion, references hereafter 
to “institutions” are intended to 
encompass corpcrations, and 
individuals who have no organizational 
affiliation. For purposes of complying 
with the Guidelines, an individual 
intending to carry out research involving 
recombinant DNA is encouraged to 
affiliate with an institution that has an 
IBC approved under the Guidelines. 

Since commerical organizations have 
special concerns, such as protection of 
proprietary data, some modifications 
and explanations of the procedures in 
Parts I-IV are provided below, in order 
to address these concerns. 

VI-B. IBC Approval. ORDA will 
review the membership of an 
institution’s IBC and where it finds the 
IBC meets the requirements set forth in 
Section IV-B-2 will give its approval to 
the IBC membership. 

It should be emphasized that 
employment of an IBC member solely 
for purposes of membership on the IBC 
does not itself make the member an 
institutionally affiliated member for 
purposes of Section IV-B-2-a. 

Except for the unaffiliated members, a 
member of an IBC for an institution not 
otherwise covered by the Guidelines 
may participate in the review and 
approval of a project in which the 
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member has a direct financial interest so 
long as the member has not been and 
does not expect to be engaged in the 
project. Section IV-B-2-d is modified to 
that extent for purposes of these 
institutions. 

VI-C. Certification of Host-Vector 
Systems. A host-vector system may be 
proposed for certification by the 
Director, NIH, in accordance with the 
procedures set forth in Appendix I-II-A. 

In order to ensure protection for 
proprietary data, any public notice 
regarding a host-vector system which is 
designated by the institution as 
proprietary under Section VI-E-1 will be 
issued only after consultation with the 
institution as to the content of the 
notice. 

VI-D. Requests for Exemptions and 
Approvals. Requests for exemptions or 
other approvals required by the 
Guidelines should be requested by 
following the procedures set forth in the 
appropriate sections in Parts I-IV of the 
Guidelines. 

In order to ensure protection for 
proprietary data, any public notice 
regarding a request for an exemption or 
other approval which is designated by 
. the institution as proprietary under 
Section VI-E-1 will be issued only after 
consultation with the institution as to 
the content of the notice. 

VI-E. Protection of Proprietary Data. 
In general, the Freedom of Information 
Act requires Federal agencies to make 
their records available to the public 
upon request. However, this requirement 
does not apply to, among other things, 
“trade secrets and commercial and 
financial information obtained from a 
person and privileged or confidential.” 
18 U.S.C. 1905, in turn makes it a crime 
for an officer or employee of the United 
States or any Federal department or 
agency to publish, divulge, disclose, or 
make known “in any manner or to any 
extent not authorized by law any 
information coming to him in the course 
of his employment or official duties or 
by reason of any examination or 
investigation made by, or return, report 
or record made to or filed with, such 
department or agency or officer or 
employee thereof, which information 
concerns or relates to the trade secrets, 
[or] processes * * * of any person, firm, 
partnership, corporation, or 
association.” This provision applies to 
all employees of the Federal 
Government, including special 
Government employees. Members of the 
Recombinant DNA Advisory Committee 
are “special Government employees.” 

VI-E-1. In submitting information to 
NIH for purposes of complying 
voluntarily with the Guidelines, an 
institution may designate those items of 


information which the institution 
believes constitute trade secrets, 
privileged, confidential commercial, or 
financial information. 

VI-E-2. If NIH receives a request 
under the Freedom of Information Act 
for information so designated, NIH will 
promptly contact the institution to 
secure its views as to whether the 
information (or some portion) should be 
released. 

VI-E-3. If the NIH decides to release 
this information (or some portion) in 
response to a Freedom of Information 
request or otherwise, the institution will 
be advised; and the actual release will 
not be made until the expiration of 15 
days after the institution is so advised 
except to the extent that earlier release 
in the judgment of the Director, NIH, is 
necessary to protect against an 
imminent hazard to the public or the 
environment. 

VI-E+4. Presubmission Review. 

VI-E-4-a. Any institution not 
otherwise covered by the Guidelines, 
which is considering submission of data 
or information voluntarily to NIH, may 
request presubmission review of the 
records involved to determine whether if 
the records are submitted NIH will or 
will not make part or all of the records 
available upon request under the 
Freedom of Information Act. 

VI-E-4-b. A request for 
presubmission review should be 
submitted to ORDA along with the 
records involved. These records must be 
clearly marked as being the property of 
the institution on loan to NIH solely for 
the purpose of making a determination 
under the Freedom of Information Act. 
ORDA will then seek a determination 
from the HHS Freedom of Information 
Officer, the responsible official under 
HHS regulations (45 C.F.R. Part 5) as to 
whether the records involved (or some 
portion) are or are not available to 
members of the public under the 
Freedom of Information Act. Pending 
such a determination the records will be 
kept separate from ORDA files, will be 
considered records of the institution and 
not ORDA, and will not be received as 
part of ORDA files. No copies will be 
made of the records. 

VI-E-4-c. ORDA will inform the 
institution of the HHS Freedom of 
Information Officer's determination and 
follow the institution's instructions as to 
whether some or all of the records 
involved are to be returned to the 
institution or to become a part of ORDA 
files. If the institution instructs ORDA to 


~ return the records, no copies or 


summaries of the records will be made 

or retained by HHS, NIH, or ORDA. 
VI-E-4-d. The HHS Freedom of 

Information Officer's determination will 
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represent that official's judgement at the 


. time of the determination as to whether 


the records involved (or some portion) 
would be exempt from disclosure under 
the Freedom of Information Act if at the 
time of the determination the records 
were in ORDA files and a request were 
received for them under the Act. 


Appendix A—Exemptions Under 
Section Il]-D-4 


Section III-D-4 states that exempt 
from these Guidelines are “certain 
specified recombinant DNA molecules 
that consist entirely of DNA segments 
from different species that exchange 
DNA by known physiological processes 
though one or more of the segments may 
be a synthetic equivalent. A list of such 
exchangers will be prepared and 
periodically revised by the Director, 
NIH, with advice of the RAC after 
appropriate notice and opportunity for 
public comment (see Section IV-C-1-b- 
(1)-{c)). Certain classes are exempt as of 
publication of these revised Guidelines. 
The list is in Appendix A.” 

Under Section III-D-4 of these 
Guidelines are recombinant DNA 
molecules that are: (1) composed 
entirely of DNA segments from one or 
more of the organisms within a sublist 
and (2) to be propagated in any of the 
organisms within a sublist. 
(Classification of Bergey’s Manual of 
Determinative Bacteriology, 8th edition. 
R.E. Buchanan and N.E. Gibbons, 
editors. Williams and Wilkins Company: 
Baltimore, 1974.) 


Sublist A 


1. Genus Escherichia 

2. Genus Shigella 

3. Genus Sa/monella (including Arizona) 

4. Genus Enterobacter 

5. Genus Citrobacter (including Levinea) 

6. Genus Klebsiella 

7. Genus Erwinia 

8. Pseudomonas aeruginosa, Pseudomonas 
putida and Pseudomonas fluorescens 

9. Serratia marcescens 

10. Yersinia enterocolitica 


Sublist B 


1. Bacillus subtilis 

2. Bacillus licheniformis 

3. Bacillus pumilus 

4. Bacillus globigii 

5. Bacillus niger 

6. Bacillus nato 

7. Bacillus amyloliguefaciens 
8. Bacillus aterrimus 


Sublist C 


1. Streptomyces aureofaciens 
2. Streptomyces rimosus 
3. Streptomyces coelicolor 


Sublist D 


1. Streptomyces griseus 
2. Streptomyces cyaneus 
3. Streptomyces venezuelae 
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Sublist E 


1. One way transfer of Streptococcus mutans 
or Streptoceccus lactis DNA into 


Streptococcus sanguis. 
Sublist F 


1. Streptococcus sanguis 

2. Streptococcus pneumoniae 
3. Streptococcus faecalis 

4. Streptococcus pyogenes 

5. Streptococcus mutans 


Appendix B—Classification of 
Microorganisms on the Basis of Hazard 


Appendix B-I, Classification of 
Etiologic Agents. The original reference 
for this classification was the 
publication Classification of Etiological 
Agents on the Basis of Hazard, 4th 
edition, July 1974, U.S. Department of 
Health, Education, and Welfare, Public 
Health Service, Center for Disease 
Control, Office of Biosafety, Atlanta, 
Georgia 30333. For the purposes of these 
Guidelines, this list has been revised by 
the NIH(2). 

Appendix B-I-A Class 1 Agents. All 
bacterial, parasitic, fungal, viral, 
rickettsial, and chlamydial agents not 
included in higher classes. 

Appendix B-I-B. Class 2 Agents. 

Appendix B-I-B-1. Bacterial Agents. 


Acinetobacter calcoaceticus 

Actinobacillus—all species 

Aeromonas hydrophila 

Arizona hinshawii—all serotypes 

Bacillus anthracis 

Bordetella—all species 

Borrelia recurrentis, B. vincenti 

Campylobacter fetus 

Campylobacter jejuni 

Chlamydia psittaci 

Chlamydia trachomatis 

Clostridium botulinum, Cl. chauvoei, Cl. 
haemolyticum, Cl. histolyticum, Cl. novyi, 
Cl. septicum, Cl. tetani 

Corynebacterium diphtheriae, C. equi, C. 
haemolyticum, C. pseudotuberculosis, C. 
pyogenes, C. renale 

Edwardsiella tarda 

Erysipelothrix insidiosa 

Escherichia coli—all enteropathogenic, 
enterotoxigenic, enteroinvasive and strains 
bearing KI] antigen 

Haemophilus ducreyi, H. influenzae 

Klebsiella—all species and all serotypes 

Legionella pneumophila 

Leptospira interrogans—all serotypes 

Listeria—all species 

Moraxella—all species 

Mycobacteria—all species except those 
listed in Class 3 

Mycoplasma—all species except 
Mycoplasma mycoides and Mycoplasma 
agalactiae, which are in Class 5 

Neisseria gonorrhoeae, N. meningitidis 

Pasteureila—all species except those listed in 
Class 3 

Salmonella—all species and all serotypes 

Shigella—all species and all serotypes 

Sphaerophorus necrophorus 

Staphylococcus aureus 

Streptobacillus moniliformis 


Streptococcus pneumoniae 

Streptococcus pyogenes 

Treponema carateum, T. pallidum, and T. 
pertenue 

Vibrio cholerae 

Vibrio parahemolyticus 

Yersinia enterocolitica 
Appendix B-I-B-2. Fungal Agents. 


Actinomycetes (includiang Nocardia species, 
Actinomyces species, and Arachnia 
propionica)(2) 

Blastomyces dermatitidis 

Cryptococcus neoformans 

Paracoccidioides braziliensis 


Appendix B-I-B-3. Parasitic Agents. 


Endamoeba histolytica 
Leishmania sp. 
Naegleria gruberi 
Schistosoma mansoni 
Toxoplasma gondii 
Toxocara canis 
Trichinella spiralis 
Trypanosoma cruzi 
Appendix B-I-B-4. Viral, Rickettsial, 
and Chlamydial Agents. 


Adenoviruses—human—all types 

Cache Valley virus 

Coxsackie A and B viruses 

Cytomegaloviruses 

Echoviruses—all types 

Encephalomyocarditis virus (EMC) 

Flanders virus 

Hart Park virus 

Hepatitis-associated antigen material 

Herpes viruses—except Herpesvirus simiae 
(Monkey B virus) which is in Class 4 

Corona viruses 

Influenza viruses—all types except A/PR8/ 
34, which is in Class 1 

Langat virus 

Lymphogranuloma venereum agent 

Measles virus 

Mumps virus 

Parainfluenza virus—all types except 
Parainfluenza virus 3, SF4 strain, which is 
in Class 1 

Polioviruses—all types, wild and attenuated 

Poxviruses—all types except Alastrim, 
Smallpox, and Whitepox which are Class 5 
and Monkey pox which depending on 
experiments is in Class 3 or Class 4 

Rabies virus—all strains except Rabies street 
virus which should be classified in Class 3 

Reoviruses—all types 

Respiratory syncytial virus 

Rhinoviruses—all types 

Rubella virus 

Simian viruses—all types except Herpesvirus 
simiae (Monkey B virus) and Marburg 
virus which are in Class 4 

Sindbis virus 

Tensaw virus 

Turlock virus 

Vaccinia virus 

Varicella virus 

Vesicular stomatitis virus(3) 

Vole rickettsia 

Yellow fever virus, 17D vaccine strain 


Appendix B-I-C-. class 3 Agents. 
Appendix B-I-C-1. Bacterial agents. 


Bartonella—all species 
Brucella—all species 


Francisella tularensis 

Mycobacterium avium, M. bovis, M. 
tuberculosis 

Pasteurella multocide type B (“buffalc” and 
other foreign virulent strains)(3) 

Pseudomonas mallei(3) 

Pseudomonas pseudomallei(3) 

Yersinia pestis 


Appendix B-I-C-2. Fungal Agents. 


Coccidioides immitis 
Histoplasma capsulatum 
Histoplasma capsulatum var. duboisii 


Appendix B-I-C-3. Parasitic Agents. 
None. 


Appendix B-I-C-4. Viral, Rickettsial, 
and Chlamydia Agents. 


Monkey pox, when used in vitro{4) 

Arboviruses—all strains except those in 
Class 2 and 4 (Arboviruses indigenous to 
the United States are in Class 3 except 
those listed in Class 2. West Nile and 
Semliki Forest viruses may be classified up 
or down depending on the conditions of use 
and geographical location of the 
laboratory.) 

Dengue virus, when used for transmission or 
animal inoculation experiments 

Lymphocytic choriomeningitis virus (LCM) 

Rabies street virus 

Rickettsia—all species except Vole rickettsia 
when used for transmission nor animal 
inoculation experiments 

Yellow fever virus—wild, when used in vitro 


Appendix B-I-D-. Class 4 Agents. 
Appendix B-I-D-1. Bacterial Agents. 


None. 

Appendix B-I-D-2. Fungal Agents. 
None. 

Appendix B-I-D-3. Parasitic Agents. 
None. 


Appendix B-I-D-4. Viral, Rickettsial, 
and Chlamydial Agents. 


Ebola fever virus 

Monkey pox, when used for tra;nsmission or 
animal inoculation experiments(4) 

Hemorrhagic fever agents, including Crimean 
hemorrhagic fever, (Congo), Junin, and 
Machupo viruses, and others as yet 
undefined 

Herpesvirus simiae (Monkey B virus) 

Lassa virus 

Markburg virus 

Tick-borne encephalitis virus complex, 
including Russian spring-summer 
encephalitis, Kyasanur forest disease, 
Omsk hemorrhagic fever, and Central 
European encephalitis viruses 

Venezuelan equine encephalitis virus, 
epidemic strains, when used for 
transmission or animal inoculation 
experiments 

Yellow fever virus—wild, when used for 
transmission or animal inoculation 
experimetns 


Appendix B-II. Classification of 
Oncogenic Viruses on the Basis of 
Potential Hazard (5). 





Appendix B-II-A. Low-Risk 
Oncogenic Viruses. 


Bovine papilloma 

Rat mammary tumor 
Avian leukosis 

Murine sarcoma 

Mouse mammary tumor 
Rat leukemia 

Hamster leukemia 
Bovine leukemia 

Dog sarcoma 
Mason-Pfizer monkey virus 
Marek’s 

Guinea pig herpes 
Lucke (Frog) 
Adenovirus 

Shope fibroma 

Shope papilloma 


Appendix B-II-B. Moderate-Risk 
Oncogenic Viruses. 


Appendix B-IIl. Class 5 Agents. 
Appendix B-III-A. Animal Disease 
Organisms Which are Forbidden Entry 

into the United States by Law. 


Foot and mouth disease virus. 


Appendix B-III-B. Animal Disease 
Organisms and Vectors Which are 
Forbidden Entry into the United States 
by USDA Policy. 


African herse sickness virus 

African swine fever virus 

Besnoitia besnoiti 

Borna disease virus 

Bovine infectious petechial fever 

Camel pox virus 

Ephemeral fever virus 

Fowl plague virus 

Goat pox virus 

Hog cholera virus 

Louping ill virus 

Lumpy skin disease virus 

Nairobi sheep disease virus 

Newcastle disease virus (Asiatic strains) 

Mycoplasma mycoides (contagious bovine 
pleuropneumonia) 

Mycoplasma agalactiae (contagious agalactia 
of sheep) 

Rickettsia ruminatium (heart water) 

Rift valley fever virus 

Rhinderpest virus 

Sheep pox virus 

Swine vesicular disease virus 

Teschen disease virus 

Trypanosoma vivax (Nagana) 

Trypanosoma evansi 

Theileria parva (East Coast fever) 

Theileria annulata 

Theileria lawrencei 


Theileria bovis 

Theileria hirci 

Vesicular exanthema virus 
Wesselsbron disease virus 
Zyonema 


Appendix B-III-C. Organisms Which 
may not be Studied in the United States 
Except at Specified Facilities. 

Small pox [4] 
Alastrim [4] 
White pox [4] 


Appendix B~IV—Footnotes and References 
of Appendix B 

(1) The original reference for this 
classification was the publication 
Classification of Etiologic Agents on the 
Basis of Hazard, 4th edition, July 1974, U.S. 
Department of Health, Education, and 
Welfare, Public Health Service, Centers for 
Disease Control, Office of Biosafety, Atlanta, 
Georgia 30333. For the purposes of these 
Guidelines, this list has been revised by the 
NIH. 

(2) Since the publication ef the 
classification in 1974(1), the Mctinomycetes 
have been reclassified as bacterial rather 
than fungal agents. 

(3) A USDA permit, required for import and 
interstate transport of pathogens, may be 
obtained from the Animal and Plant Health 
Inspection Service, USDA, Federal Building, 
Hyattsville, MD 20782. 

(4) All activities, including storage of 
variola and whitepox, are restricted to the 
single national facility [World Health 
Organization (WHO) Collaborating Center 
for Smallpox Research, Centers for Disease 
Control, in Atlanta]. 

(5) National Cancer Institute Safety 
Standards for Research Involving Oncogenic 
Viruses (October 1974). U.S. Department of 
Health, Education, and Welfare Publication 
No. (NIH) 75-790. 

(6) U.S. Department of Agriculture, Animal, 
and Plant Health Inspection Service. 


Appendix C—Exemptions Under 
Section II-D-5 


Section HI-D-5 states that exempt 
from these Guidelines are “Other 
classes of recombinant DNA molecules 
if the Director, NIH, with advice of the 
RAC, after appropriate notice and 
opportunity for public comment finds 
that they do not present a significant 
risk to health or the environment (see 
Section [V-C-1-b-(1)-(c)). Certain 
classes are exempt as of publication of 
these revised Guidelines.” 

The following classes of experiments 
are exempt under Section III-D-5 of the 
Guidelines: 

Appendix C-I. Recombinant DNAs in 
Tissue Culture. Recombinant DNA 
molecules derived entirely from non- 
viral components (that is, no component 
is derived from a eukaryotic virus) that 
are propagated and maintained in cells 
in tissue culture are exempt from these 
Guidelines with the exceptions listed 
below. 


Federal Register / Vol. 49, No. 227 / Friday, November 23, 1984 / Notices 


Exceptions. 

Experiments described in Section III- 
A which require specific RAC review 
and NIH approval! before initiation of 
the experiment. 

Experiments involving DNA from 
Class 3, 4, or 5 organisms(7) or cells 
known to be infected with these agents. 

Experiments involving the deliberate 
introduction of genes coding for the - 
biosynthesis of molecules toxic for 
vertebrates (see Appendix F). 

Appendix C-Il. Experiments Involving 
E. coli K-12 Host-Vector Systems. 
Experiments which use E£. coli K-12 
host-vector systems, with the exception 
of those experiments listed below, are 
exempt from these Guidelines provided 
that: (i) the E. co/i host shall not contain 
conjugation proficient plasmids or 
generalized transducing phages, and (ii) 
lambda or lambdoid or Ff 
bacteriophages or nonconjugative 
plasmids(2) shall be used as vectors. 
However, experiments involving the 
insertion into £. coli K-12 of DNA from 
prokaryotes that exchange genetic 
information(3) with E. coli may be 
performed with any E£. coli K-12 vector 
(e.g., conjugative plasmid). When a 
nonconjugative vector is used, the E. 
coli K-12 host may contain conjugation- 
proficient plasmids either autonomous 
or integrated, or generalized transducing 
phages. 

For these exempt laboratory 
experiments, BL1 physical containment 
conditions are recommended. 

For large-scale (LS) fermentation 
experiments BL1-LS physicial 
containment conditions are 
recommended. However, following 
review by the IBC of appropriate data 
for a partcular host-vector systemn, 
some latitude in the application of BL1- 
LS requirements as outlined in 
Appendix K-II-A through K-II-F is 
permitted. 

Exceptions. 

Experiments described in Section III- 
A which require specific RAC review 
and NIH approval before initiation of 
the experiment. 

Experiments involving DNA from 
Class 3, 4, or 5 organisms(7) or from cells 
known to be infected with these agents 
may be conducted under containment 
conditions specified in Section III]-B-2 
with prior IBC review and approval. 

Large-scale experiments (e.g., more 
than 10 liters of culture) require prior 
IBC review and approval (see Section 
IlI-B-5). 

Experiments involving tne deliberate 
cloning of genes coding for the 
biosynthesis of molecules toxic for 
vertegrates (see Appendix F). 
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Appendix C-illI. Experiments 
Involving Saccharomyces cerevisiae 
Host- Vector Systems. Experiments 
which use Saccharomyces cerevisiae 
host-vector systems, with the exception 
of experiments listed below, are exempt 
from these Guidelines provided that 
laboratory strains are used. 

For these exempt laboratory 
experiments, BL1 physical containment 
conditions are recommended. 

For large-scale fermentation 
experiments BL1-LS physicial 
containment conditions are 
recommended. However, following 
review by the IBC or appropriate data 
for a particular host-vector system some 
latitute in the application of BL1-LS 
requirements as outlined in Appendix 
K-II-A through K-II-F is permitted 

Exceptions. 

Experiments described in Section III- 
A which reqire specific RAC review and 
NIH approval before initiation of the 
experiment. 

Experiments involving Class 3, 4, or 5 
organisms(7) or cells known to be 
infected with these agents may be 
conducted under containment 
conditions specified in Section III-B-2 
with prior IBC review and approval. 

Large-scale experiments (e.g., more 
than 10 liters of culture) require prior 
IBC review and approval (see Section 
IlI-B-5). 

Experiments involving the deliberate 
cloning of genes coding for the 
biosynthesis of molecules toxic-for 
vertebrates (see Appendix F). 

Appendix C-IV. Experiments 
Involving Bacillus subtilis Host-Vector 
Systems. Any asporogenic Bacillus 
subtilis strain which does not revert to a 
sporeformer with a frequency greater 
than 10-7 can be used for cloning DNA 
with the exception of these experiments 
listed below. Indigenous Baci/lus 
plasmids and phages whose host-range 
does not include Bacillus cereus or 
Bacillus anthracis may be used as 
vectors. 

For these exempt laboratory 
experiments, BL1 physical containment 
conditions are recommended. 

For large-scale fermentation 
experiments BL1-LS physicial 
containment conditions are 
recommended. However, following 
reivew by the IBC of appropriate data 
for a particular host-vector system, 
sopme latitude in the application of BL1- 
LS requirements as oulined in Appendix 
K-II-A through K-II-F is permitted. 

Exceptions. 

Experiments described in Section III- 
A which require specific RAC review 
and approval before initiation of the 
experiment. 


Experiments involving Class 3, 4, or 5 
organisms (2) or cells known to be 
infected with these agents may be 
conducted under containment 
conditions specified by Section II-B-2 
with prior IBC review and approval. 

Large-scale experiments (e.g., more 
than 10 liters of culture) require prior 
IBC review and approval (see Section 
III-B-5). 

Experiments involving the deliberate 
cloning of genes coding for the 
biosynthesis of molecules toxic for 
vertebrates (see Appendix F). 


Appendix C-V—Footnotes arid References of 
Appendix C 

(2) The original reference to organisms as 
Class 1, 2, 3, 4, or 5 refers to the classification 
in the publication Classification of Etiologic 
Agents on the Basis of Hazard, 4th edition, 
July 1974; U.S. Department of Health, 
Education, and Welfare, Public Health 
Service, Centers for Disease Control, Office 
of Biosafety, Atlanta, Georgia 30333. 

The Director, NIH, with advice of the 
Recombinant DNA Advisory Committee, may 
revise the classification for the purposes of 
these Guidelines (see Section IV-C-1-b-(2}- 
(d)). The revised list of organisms in each 
class is reprinted in Appendix B to these 
guidelines. 

(2) A subset of non-conjugative plasmid 
vectors are also poorly mobilizable (e.g., 
pBR322, pBR313). Where practical, these 
vectors should be employed. 

(3) Defined as observable under optimal 
laboratory comditions by transformation, 
transduction, phage infection, and/or 
conjugation with transfer of phage, plasmid, 
and/or chromosomal genetic information. 
Note that this definition of exchange may be 
less stringent than that applied to exempt 
organisms under Section III-D-4. 


Appendix D—Actions Taken Under the 
Guidelines 


As noted in the subsections of Section 
IV-C-1-—b-(1), the Director, NIH, may 
take certain actions with regard to the 
Guidelines after the issues have been 
considered by the RAC. Some of the 
actions taken to date include the 
following: 

Appendix D-I. Permission is granted 
to clone foot and mouth disease virus in 
the EK1 host-vector system consisting of 
E. coli K-12 and the vector pBR322, all 
work to be done at the Plum Island 
Animal Disease Center. 

Appendix D-II. Certain specified 
clones derived from segments of the foot 
and mouth disease virus may be 
transferred from Plum Island Animal 
Disease Center to the facilities of 
Genentech, Inc., of South San Francisco, 
California. Further development of the 
clones at Genentech has been approved 
under BL1 + EK1 conditions. 

Appendix D-III. The Rd strain of 
Hemophilus influenzae can be used as a 
host for the propagation of the cloned 
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Tn 10 tet R gene derived from E. coli K- 
12 employing the non-conjugative 
Haemophilus plasmid, pRSF0885, under 
BL1 conditions. 

Appendix D-IV. Permission is granted 
to clone certain subgenamic segments of 
foot and mouth disease virus in HV1 
Bacillus subtilis and Saccharomyces 
cerevisiae host-vector systems under 
BL1 conditions at Genentech, Inc., South 
San Francisco, California. 

Appendix D-V. Permission is granted 
to Dr. Ronald Davis of Stanford 
University to field test corn plants 
modified by recombinant DNA 
techniques under specified containment 
conditions. 

Appendix D-VI. Permission is granted 
to clone in E. co/i K-12 under BL1 
physical containment conditions 
subgenomic segments of rift valley fever 
virus subject to conditions which have 
been set forth by the RAC. 

Appendix D-VII. Attenuated 
laboratory strains of Sa/monei/la 
typhimurium may be used under BL1 
physical containment conditions to 
screen for the Saccharomyces 
cerevisiae pseudouridine synthetase 
gene. The plasmid YEp13 will be 
employed as the vector. 

Appendix D-VIII. Permission is 
granted to transfer certain clones of 
subgenomic segments of foot and mouth 
disease virus from Plum Island Animal 
Disease Center to the laboratories of 
Molecular Genetics, Inc., Minnetonka, 
Minnesota, and to work with these 
clones under BL1 containment 
conditions. Approval is contingent upon 
review of data on infectivity testing of 
the clones by a working group of the 
RAC. 

Appendix D-IX. Permission is granted 
to Dr. John Sanford of Cornell University 
to field test tomato and tobacco plants 
transformed with bacterial (£. co/i K-12) 
and yeast DNA using pollen as a vector. 

Appendix D-X. Permission is granted 
to Drs. Steven Lindow and Nickolas 
Panopoulos of the University of 
California, Berkeley, to release under 
specified conditions Pseudomonas 
syringae pv. syringae and Erwinia 
herbicola carrying in vitro generated 
deletions of all or part of the genes 
involved in ice nucleation. 


Appendix E—Certified Host-Vector — 
Systems 


(See also Appendix I.) 

While many experiments using £. co/i 
K-12, Saccharomyces cerevisiae and 
Bacillus subtilis are currently exempt 
from the Guidelines under Section III-D- 
5, some derivatives of these host-vector 
systems were previously classified as 





HV1 or HV2. A listing of those systems 
follows: 

Appendix E-1. Bacillus subtilis. 

HV41. The following plasmids are 
accepted as the vector components of 
certified B. subtilis HV1 systems: 
pUB110, pC194, pS194, pSA2100, 
pE194,pT127, pUB112, pC221, pC223, and 
pABi24. B. subtilis strains RUB 331 and 
BGSC 1853 have been certified as the 
host component of HV1 systems based 
on these plasmids. 

HV 2d. The asporogenic mutant 
derivative of Bacillus subtilis, ASB 298, 
with the following plasmids as the 
vector component: pUB110, pC194, 
pS194, pSA2100, pE194, pT127, pUB112, 
pC221, pC223, and pAB124. 

Appendix E-II. Saccharomyces 
cerevisiae. 

HV2. The following sterile strains of 
Saccharomyces cerevisiae, all of which 
have the ste-VC9 mutation, SHY1, 
SHY2, SHY3, and SHY4. The following 
plasmids are certified for use: YIp1, 
YEp2, YEp4, YIp5, YEp6, YRp7, Yep20, 
YEp21, YEp24, YIp25, YIp26, YIp27, 
Yip28, Yip29, YIp30, Yip31, YIp32, and 
YIp33. 

Appendix E-Ill. Escherichia coli. 

EK2 Plasmid Systems. The E£. coli K- 
12 strain chi-1776. The following 
plasimids are certified for use: pSC101, 
pMB39, pBR313, pBR322, pDH24, pBR325, 
pBR327, pGL101, pHB1. The following £. 
coli/S. cerevisiae hybrid plasmids are 
certified as EK2 vectors when used in £. 
coli chi-1776 or in the sterile yeast 
strains, SHY1, SHY2, SHY3 and SHY4: 
Yip, YEp2, YEp4, Yip5, YEp6, YRp7, 
YEp20, YEp21, YEp24, YIp25, YIp26, 
YIp27, YIp28, YIp29, YIp30,Y1Ip31, YIp32, 
YIp33. 

EK2 Bacteriophage Systems. The 
following are certified EK2 systems 
based on bacteriophage lambda: 


Vector 





AgtWES.AB’... 
AgtWES.0B’ . 
AgtZ]vir.AB .. 
AgtALO.AB.... 
Charon 3A .... 
Charon 4A .... 
Charon 16A.. 
Charon 217A... 


-.| DP50 or DPSOsupF. 


E. coli K-12 strains chi-2447 and chi- 
2281 are certified for use with lambda 
vectors that are certified for use with 
strain DP50 or DP50supF provided that 
the su” strain not be used as a 
propagation host. 

Appendix E-IV. Neurospora crassa. 

HV1. The following specified strains 
of Neurospora crassa which have been 
modified to prevent aerial dispersion: 

In] (inositolless) strains 37102, 37401, 
46316, 64001, and 89601. - 


Csp-1 strain UCLAS37 and csp-2 
strains FS 590, UCLA101 (these are 
conidial separation mutants). 

Eas strain UCLA191 (an “easily 
wettable” mutant). 

Appendix E-V. Streptomyces. 

HV41. The following Streptomyces 
species: Streptomyces coelicolor, S. 
lividans, S. parvulus, and S. griseus. The 
following are accepted as vector 
components of certified Streptomyces 
HVi systems: Streptomyces plasmids 
SCP2, SLP1.2, plj101, actinophage phi 
C31, and their derivatives. 

Appendix E-VI. Pseudomonas putida. 

HV1. Pseudomonas putida strain 
KT2440 with plasmid vectors pKT262, 
pKT263, and pKT264. 


Appendix F—Containment Conditions 
for Cloning of Genes Coding for the 
Biosynthesis of Molecules Toxic for 
Vertebrates 


Appendix F-I. General Information. 
Appendix F specifies the containment to 
be used for the deliberate cloning of 
genes coding for the biosynthesis of 
molecules toxic for vertebrates. The 
cloning of genes coding for molecules 
toxic for vertebrates that have an 
LDse of less than 100 nanograms per 
kilogram body weight (e.g., microbial 
toxins such as the botulinum toxins, 
tetanus toxin, diphtheria toxin, Shigella 
dysenteriae neurotoxin) is covered 
under Section [II-A-1 of the Guidelines 
and requires RAC review and NIH and 
IBC approval before initiation. No 
specific restrictions shall apply to the 
cloning of genes if the protein specified 
by the gene has an LDso of 100 
micrograms or more per kilogram of 
body weight. Experiments involving 
genes coding for toxic molecules with an 
LDso of 100 micrograms or less per 
kilogram body weight shall be registered 
with ORDA prior to initiating the 
experiments. A list of toxic molecules 
classified as to LDso is available from 
ORDA. Testing procedures for 
determining toxicity of toxic molecules 
not on the list are available from ORDA. 
The results of such tests shall be 
forwarded to ORDA which will consult 
with the RAC Working Group on Toxins 
proior to inclusion of the molecules on 
the list (see Section IV-C-1-b-(2)-(e)). 

Appendix F-II. Containment 
Conditions for Cloning of Toxic 
Molecule Genes in E. coli K-12. 

Appendix F-II-A. Cloning of genes 
coding for molecules toxic for 
vertebrates that have an LDso in the 
range of 100 nanograms to 1000 
nanograms per kilogram body weight 
(e.g., abrin, Clostridium perfringens 
epsilon toxin) may proceed under 
BL2+EK2 or BL3+EK1 containment 
conditions. 
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Appendix F-II-B. Cloning of genes for 
the biosynthesis of molecules toxic for 
vertebrates that have an LDso in the 
range of 100 micrograms per kilogram 
body weight may proceed under 
BL1+EK1 containment conditions (e.g. 
Staphylococcus aureus alpha toxin, 
Staphylococcus aureus beta toxin, ricin. 
Pseudomonas aeruginosa exotoxin A, 
Bordatella pertussis toxin, the lethal 
factor of Bacillus anthracis, the 
Pasteurella pestis murine toxins, the 
oxygen-labile hemolysins such as 
streptolysin O, and certain neurotoxins 
present in snake venoms and other 
venoms) 

Appendix F-II-C. Some enterotoxins 
are substantially more toxic when 
administered enterally than 
parenterally. The following enterotoxins 
shall be subject to BL1+ Ek1 
containment conditions: cholera toxin, 
the heat labile toxins of E. coli, 
Klebsiella, and other related proteins 
that may be identified by neutralization 
with an antiserum monospecific for 
cholera toxin, and the heat stable toxins 
of E. coli and of Yersinia enterocolitica. 

Appendix F-III. Containment 
Conditions for Cloning of Toxic 
Molecule Genes in Organisms Other 
than E. coli K-12. Requests involving the 
cloning of genes coding for molecules 
toxic for vertebrates in host-vector 
systems other than E. coli K-12 will be 
evaluated by ORDA which will consult 
with the Working Group on Toxins (see 
Section IV—C-1-b-(3)-(f)). 

Appendix F-IV. Specific Approvals. 

Appendix F-IV-A. Permission is 
granted to clone the Exotoxin A gene of 
Pseudomonas aeruginosa under BL1 
conditions in Pseudomonas aeruginosa 
and in Pseudomonas putida. 

Appendix F-IV-B. The pyrogenic 
exotoxin type A (Tox A) gene of 
Staphylococcus aureus may be cloned in 
an HV2 Bacillus subtilis host-vector 
system under BL3 containment 
conditions. 

Appendix F-IV-C. Restriction 
fragments of Corynephage Beta carrying 
the structural gene for diphtheria toxin 
may be safely cloned in E. co/i K-12 in 
high containment Building 550 at.the 
Frederick Cancer Research Facility. 
Laboratory practices and containment 
equipment are to be specified by the 
IBC. If the investigators wish to proceed 
with the experiments, a prior review will 
be conducted to advise NIH whether the 
proposal has sufficient scientific merit to 
justify the use of the NIH BL4 facility. 

Appendix F-IV-D. The genes coding 
for the Staphylococcus aureus 
determinants, A, B, and F, which may be 
implicated in toxic shock syndrome may 
be cloned in E. co/i K-12 under BL2 + 
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EK1 conditions. The Staphylococcus 
aureus strain used as the donor is to be 
alpha toxin minus. It is suggested that, if 
possible, the donor Staphylococcus 
aureus strain should lack other toxins 
with LDsos in the range of one 
microgram per kilogram body weight 
such as the exfoliative toxin. 

Appendix F-IV-E. Fragments F-1, E-2, 
and F-3 of the diphtheria toxin gene 
(tox) may be cloned in E. coli K-12 
under BL1 + EK1 containment 
conditions and may be cloned in 
Bacillus subtilis host-vector systems 
under BL1 containment conditions. 
Fragment F-1 and fragment F-2 both 
contain: (i) some or all of the 
transcriptional control elements of tox; 
(ii) the signal peptide; and (iii) fragment 
A (the center responsible for ADP- 
ribosylation of elongation factor 2). 
Fragment F-3 codes for most of the non- 
toxic fragment B of the toxin and 
contains no sequences coding for any 
portion of the enzymatically-active 
fragment A moiety. 

Appendix F-IV-F. The gene(s) coding 
for a toxin (designated LT-like) isolated 
from E. coli which is similar to the E. 
coli heat labile enterotoxin (LT) with 
respect to its activities and mode of 
action but is not neutralized by 
antibodies against cholera enterotoxin 
or against LT from human or porcine E. 
coli strains, and sequences homologous 
to the E. co/i LT-like toxin gene may be 
cloned under BL1 + EK1 conditions. 

Appendix F-IV-G. Genes from Vibrio 
fluvialis, Vibrio mimicus, and non 0- 
1Vibrio cholerae, specifying virulence 
factors for animals, may be cloned 
under BL1 + EK1 conditions. The 
virulence factors to be cloned will be 
selected by testing fluid induction in 
suckling mice and Y-1 mouse adrenal 
cells. 

Appendix F-IV-H. The intact 
structural gene(s) of the Shiga-like toxin 
from £. co/i may be cloned in E. coli K- 
12 under BL3 + EK1 containment 
conditions. 

E. coli host-vector systems expressing 
the Shiga-like toxin gene product may 
be moved from BL3 + BL2 containment 
conditions provided that: (1) the amount 
of toxin produced by the modified host- 
vector systems be no greater than that 
produced by the positive control strain 
933 E. coli 0157H7, grown and measured 
under optimal conditions; and (2) the 
cloning vehicle is to be an EK1 vector 
preferably belonging to the class of 
poorly mobilizable plasmids such as 
pBR322, pBR328, and pBR325. 

Nontoxinogenic fragments of the 
Shiga-like toxin structural gene(s) may 
be moved from BL3 + EK1 to BL2 + 
EK1 containment conditions or such 
nontoxic fragments may be directly 


cloned in E. coli K-12 under BL2 + EK1i 
conditions provided that the E£. co/i host- 
vector systems containing the fragments 
do not contain overlapping fragments 
which together would encompass the 
Shiga-like toxin structural gene(s). 

Appendix F-IV-I. A hybrid gene in 
which the gene coding for the 
melanocyte stimulating hormone (MSH) 
is joined to a segment of the gene 
encoding diphtheria toxin may be safely 
propagated in £. co/i K-12 under BLA 
containment in high containment 
building 550 at the Frederick Cancer 
Research Facility. If the investigators 
wish to proceed with the experiment, a 
prior review will be conducted to advise 
NIH whether the proposal has sufficient 
scientific merit to justify the use of the 
NIH BL4 facility. Before any of the 
strains may be removed from the BL4 
facility, data on their safety shall be 
evaluated by the Working Group on 
Toxins and the working group 
recommendation shall be acted upon by 
NIH. 

Appendix F-IV-]. The gene segment 
encoding the A subunit of cholera toxin 
of Vibrio cholerae may be joined to the 
transposons Tn5 and Tn5-131 and the 
A-subunit:Tn5—131 hybrid gene cloned in 
E. coli K-12 and V. cholerae under BL1 
containment conditions. 


Appendix G—Physical Containment 


Appendix G-I. Standard Practices and 
Training. The first principle of ' 
containment is a strict adherence to 
good microbiological practices(2-10). 
Consequently, all personnel directly or 
indirectly involved in experiments on 
recombinant DNAs must receive 
adequate instruction (see Sections IV- 
B—1-e and IV-B-5-d). This shall, as a 
minimum, include instructions in aseptic 
techniques and in the biology of the 
organisms used in the experiments so 
that the potential biohazards can be 
understood and appreciated. 

Any research group working with 
agents with a known or potential 
biohazard shall have an emergency plan 
which describes the procedures to be 
followed if an accident contaminates 
personnel or the environment. The PI 
must ensure that everyone in the 
laboratory is familiar with both the 
potential hazards of the work and the 
emergency plan (see Sections IV-B-3-d 
and IV-B-5-e). If a research group is 
working with a known pathogen for 
which there is an effective vaccine, the 
vaccine should be made available to all 
workers. Where serological monitoring 
is clearly appropriate, it shall be 
provided (see Section IV-B-1-f). 

The “Laboratory Safety Monograph” 
and Biosafety in Microbiological and 
Biomedical Laboratories(2) booklets 


46279 


describe practices, equipment, an 
facilities in detail. 

Appendix G-Il. Physical Containment 
Levels. The objective of physical 
containment is to confine organisms 
containing recombinant DNA molecules 
and thus to reduce the potential for 
exposure of the laboratory worker, 
persons outside of the laboratory, and 
the environment to organisms containing 
recombinant DNA molecules. Physical 
containment is achieved through the use 
of laboratory practices, containment 
equipment, and special laboratory 
design. Emphasis is placed on primary 
means of physical containment which 
are provided by laboratory practices 
and containment equipment. Special 
laboratory design provides a secondary 
means of protection against the 


- accidental release of organisms outside 


the laboratory or to the environment. 
Special laboratory design is used 
primarily in facilities in which 
experiments of moderate to high 
potential hazards are performed. 

Combinations of laboratory practices, 
containment equipment, and special 
laboratory design can be made to 
achieve different levels of physical 
containment. Four levels of physical 
containment, which are designated as 
BL1, BL2, BL3, and BLA, are described. It 
should be emphasized that the 
descriptions and assignments of 
physical containment detailed below are 
based on existing approaches to 
containment of pathogenic organisms(2). 
The National Cancer Institute describes 
three levels for research on oncogenic 
viruses which roughly correspond to our 
BL2, BL3, and BLA levels(3). 

It is recognized that several different 
combinations of laboratcry practices, 
containment equipment, and special 
laboratory design may be appropriate 
for containment of specific research 
activities. The Guidelines, therefore, 
allow alternative selections of primary 
containment equipment within facilities 
that have been designed to provide BL3 
and BL4 levels of physical containment. 
The selection of alternative methods of 
primary containment is dependent, 
however, on the level of biological 
containment provided by the host-vector 
system used in the experiment. 
Consideration will also be given by the 
Director, NIH, with the advice of the 
RAC to other combinations which 
achieve an equivalent level of 
containment (see Section IV-C-1-b-(2)- 
(b)). 

Appendix G-II-A. Biosafety Level 1 
(BL1) (13). 

Appendix G-II-A-1. Standard 
Microbiological Practices. 





Appendix G-II-A-1-a. Access to the 
laboratory is limited or restricted at the 
discretion of the laboratory director 
when experiments are in progress. 

Appendix G-II-A-1-b. Work surfaces 
are decontaminated once a day and 
after any spill of viable material. 

Appendix G-II-A-1-c. All 
contaminated liquid or solid wastes are 
decontaminated before disposal. 

Appendix G-IF-A-1-d. Mechanical - 
pipetting devices are used; mouth 
pipetting is prohibited. 

Appendix G-II-A-1-e. Eating, 
drinking, smoking, and applying 
cosmetics are not permitted in the work 
area. Food may be stored in cabinets or 
refrigerators designated and used for 
this purpose only. 

Appendix G-II-A-1-f. Persons wash 
their hands after they handle materials 
involving organisms containing 
recombinant DNA molecules, and 
animals, and before leaving the 
laboratory. 

Appendix G-II-A-1-g. All procedures 
are performed carefully to minimize the 
creation of aerosols. 

Appendix G-II-A-1-h. It is 
recommended that laboratory coats, 
gowns, or uniforms be worn to prevent 
contamination or soiling of street 
clothes. 

Appendix G-II-A-2. Special 
Practices. 

Appendix G-IJ-A-2-a. Contaminated 
materials that are to be decontaminated 
at a site away from the laboratory are 
placed in a durable leakproof container 
which is closed before being removed 
from the laboratory. 

Appendix G-IT-A-2-b. An insect and 
rodent control program is in effect. 

Appendix G-II-A-3. Containment 
Equipment. 

Appendix G-IT-A-3-a. Special 
containment equipment is generally not 
required for manipulations of agents 
assigned to Biosafety Level 1. 

Appendix G-II-A-4. Laboratory 
Facilities. 

Appendix G-II-A-4-a. The laboratory 
is designed so that it can be easily 
cleaned. 

Appendix G-IT-A-4-b. Bench tops are 
impervious to water and resistant to 
acids, alkalis, organic solvents, and 
moderate heat. 

Appendix G-II-A-4-c. Laboratory 
furniture is sturdy. Spaces between 
benches, cabinets, and equipment are 
accessible for cleaning. 

- Appendix G-IT-A-4-d. Each 
laboratory contains a sink for hand- 
washing. 

Appendix G-II-A-4-e. If the 
laboratory has windows that open, they 
are fitted with fly screens. 


Appendix G-II-B. Biosafety Level 2 
(BL2)(14). 

Appendix G-II-B-I. Standard 
Microbiological Practices. 

Appendix G-II-B-1-a. Access to the 
laboratory is limited or restricted by the 
laboratory director when work with 
organisms containing recombinant DNA 
molecules is in progress. 

Appendix G-II-B-1-b. Work surfaces 
are decontaminated at least once a day 
and after any spill of viable material. 

Appendix G-II-B-1-c. All 
contaminated liquid or solid wastes are 
decontaminated before disposal. 

Appendix G-II-B-1-d. Mechanical 
pipetting devices are used; mouth 
pipetting is prohibited. 

Appendix G-II-B-1-e. Eating, 
drinking, smoking, and applying 
cosmetics are not permitted in the work 
area. Food may be stored in cabinets or 
refrigerators designated and used for 
this purpose only. 

Appendix G-II-B-1-f. Persons wash 
their hands after handling materials 
involving organisms containing 
recombinant DNA molecules, and 
animals, and when they leave the 
laboratory. 

Appendix G-II-B-1-g. All procedures 
are performed carefully to minimize the 
creation of aerosols. 

Appendix G-II-B-1-h. Experiments of 
lesser biohazard potential can be 
carried out concurrently in carefully 
demarcated areas of the same 
laboratory. 

Appendix G-II-B-2. Special Practices. 

Appendix G-II-B-2-a. Contaminated 
materials that are to be decontaminated 
at a site away from the laboratory are 
placed in a durable leakproof container 
which is closed before being removed 
from the laboratory. 

Appendix G-II-B-2-b. The laboratory 
director limits access to the laboratory. 
The director has the final responsibility 
for assessing each circumstances and 
determining who may enter or work in 
the laboratory. 

Appendix G-II-B-2-c. The laboratory 
director establishes policies and 
procedures whereby only persons who 
have been advised of the potential 
hazard and meet any specific entry 
requirements (e.g., immunization) enter 
the laboratory or animal rooms. 

Appendix G-II-B-2-d. When the 
organisms containing recombinant DNA 
molecules in use in the laboratory 
require special provisions for entry (e.g., 
vaccination, a hazard warning sign 
incorporating the universal biohazard 
symbol is posted on the access door to 
the laboratory work area. The hazard 
warning sign identifies the agent, lists 
the name and telephone number of the 
laboratory director or other responsible 
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person(s), and indicates the special 
requirement(s) for entering the 
laboratory. 

Appendix G-II-B-2-e. An insect and 
rodent control program is in effect. 

Appendix G-II-B-2-f. Laboratory 
coats, gowns, smocks, or uniforms are 
worn while in the laboratory. Before 
leaving the laboratory for nonlaboratory 
areas (e.g., cafeteria, library, 
administrative offices), this protective 
clothing is removed and left in the 
laboratory or coveréd with a clean coat 
not used in the laboratory. 

Appendix G-II-B-2-g. Animals not 
involved in the work being performed 
are not permitted in the laboratory. 

Appendix G-II-B-2-h. Special care is 
taken to avoid skin contamination with 
organisms containing recombinant DNA 
molecules; gloves should be worn when 
handling experimental animals and 
when skin contact with the agent is 
unavoidable. ‘ 

Appendix G-II-B-2-i. All wastes from 
laboratories and animal rooms are 
appropriately decontaminated before 
disposal. 

Appendix G-II-B-2-j. Hypodermic 
needles and syringes are used only for 
parenteral injection and aspiration of 
fluids from laboratory animals and 
diaphragm bottles. Only needle-locking 
syringes or disposable syringe-needle 
units (i.e., needle is-integral to the 
syringe) are used for the injection or 
aspiration of fluids containing organisms 
that contain recombinant DNA 
molecules. Extreme caution should be 
used when handling needles and 
syringes to avoid autoinoculation and 
the generation of aerosols during use 
and disposal. Needles shouid not be 
bent, sheared, replaced in the needle 
sheath or guard or removed from the 
syringe following use. The needle and 
syringe should be promptly placed in a 
puncture-resistant container and 
decontaminated, preferably by 
autoclaving, before discard or reuse. 

Appendix G-II-B-2-k. Spills and 
accidents which result in overt 
exposures to organisms containing 
recombinant DNA molecules are 
immediately reported to the laboratory 
director. Medical evaluation, 
surveillance, and treatment are provided 
as appropriate and written records are 
maintained. 

Appendix G-II-B-2-1. When 
appropriate, considering the agent(s) 
handled, baseline serum samples for 
laboratory and other at-risk personnel 
are collected and stored. Additional 
serum specimens may be collected 
periodically depending on the agents 
handled or the function of the facility. 
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Appendix G-II-B-2-m. A biosafety 
manual is prepared or adopted. 
Personnel are advised of special 
hazards and are required to read 
instructions on practices and procedures 
and to follow them. 

Appendix G-II-B-3. Containment 
Equipment. 

Appendix G-II-B-3-a. Biological 
safety cabinets (Class I or II) (see 
Appendix G-III-12) or other appropriate 
personal protective or physical 
containment devices are used whenever: 

Appendix G-II-B-3-a-(1). Procedures 
with a high potential for creating 
aerosols are conducted(15). These may 
include centrifuging, grinding, blending, 
vigorous shaking or mixing, sonic 
disruption, opening containers of 
materials whose internal pressures may 
be different from ambient pressures, 
inoculating animals intranasally, and 
harvesting infected tissues from animals 
or eggs. 

Appendix G-II-B-3-a-(2). High 
concentrations or large volumes of 
organisms containing recombinant DNA 
molecules are used. Such materials may 
be centrifuged in the open laboratory if 
sealed heads or centrifuge safety cups 
are used and if they are opened only in 
a biological safety cabinet. 

Appendix G-II-B-4. Laboratory 
Facilities. 

Appendix G-II-B-4-a. The laboratory 
is designed so that it can be easily 
cleaned. 

Appendix G-II-B-4-b. Bench tops are 
impervious to water and resistant to 
acids, alkalis, organic solvents, and 
moderate heat. 

Appendix G-II-B-4-c. Laboratory 
furniture is sturdy and spaces between 
benches, cabinets, and equipment are 
accessible for cleaning. 

Appendix G-II-B-4-d. Each 
laboratory contains a sink for hand- 
washing. 

Appendix G-II-B-4-e. If the 
laboratory has windows that open, they 
are fitted with fly screens. 

Appendix G-II-B-4-f. An autoclave 
for decontaminating laboratory wastes 
is available. 

Appendix G-II-C. Biosafety Level 3 
(BL3)(16). 

Appendix G-II-C-1. Standard 
Microbiological Practices. 

Appendix G-II-C-1-a. Work surfaces 
are decontaiminated at least once a day 
and after any spill of viable material. 

Appendix G-II-C-1-b. All 
contaiminated liquid or solid wastes are 
decontaminated before disposal. 

Appendix G-II-C-1-c. Mechanical 
pipetting devices are used; mouth 
pipetting is prohibited. 

Appendix G-II-C-1-d. Eating, 
drinking, smoking, storing food, and 


applying cosmetics are not permitted in 
the work area. 

Appendix G-II-C-1-e. Persons wash 
their hands after handling materials 
involving organisms containing 
recombinant DNA molecules, and 
animals, and when they leave the 
laboratory. 

Appendix G-I!-C-1-f. All procedures 
are performed carefully to minimize the 
creation of aerosols. 

Appendix G-II-C-1-g. Persons under 
16 years of age shall not enter the 
laboratory. 

Appendix G-II-C-1-h. If experiments 
involving other organisms which require 
lower levels of containment are to be 
conducted in the same laboratory 
concurrently with experiments requiring 
BL3 level physical containment, they 
shall be conducted in accordance with 
all BL3 level laboratory practices. 

Appendix G-II-C-2. Special Practices. 

Appendix G-II-C-2-a. Laboratory 
doors are kept closed when experiments 
are in progress. 

Appendix G-II-C-2-b. Contaminated 
materials that are to be decontaminated 
at a site away from the laboratory are 
placed in a durable leakproof container 
which is closed before being removed 
from the laboratory. 

Appendix G-II-C-2-c. The laboratory 
director controls access to the 
laboratory and restricts access to 
persons whose presence is required for 
program or support purposes. The 
director has the final responsibility for 
assessing each circumstance and 
determining who may enter or work in 
the laboratory. 

Appendix G-II-C-2-d. The laboratory 
director establishes policies and 
procedures whereby only persons who 
have been advised of the potential 
biohazard, who meet any specific entry 
requirements (e.g., immunization), and 


.who comply with all entry and exit 


procedures enter the laboratory or 
animal rooms. 

Appendix G-II-C-2-e. When 
organisms containing recombinant DNA 
molecules or experimental animals are 
present in the laboratory or containment 
module, a hazard warning sign 
incorporating the universal biohazard 
symbol is posted on all laboratory and 
animal room access doors. The hazard 
warning sign identifies the agent, lists 
the name and telephone number of the 
laboratory director or other responsible 
person(s), and indicates any special 
requirements for entering the laboratory, 
such as the need for immunizations, 
respirators, or other personal protective 
measures. 

Appendix G-II-C-2-f. All activities 
involving organisms containing 
recombinant DNA molecules are 


conducted in biological safety cabinets 
or other physical containment devices 
within the containment module. No 
work in open vessels is conducted on 
the open bench. 

Appendix G-II-C-2-g. The work 
surfaces of biological safety cabinets 
and other containment equipment are 
decontaminated when work with 
organisms containing recombinant DNA 
molecules is finished. Plastic-backed 
paper toweling used on nonperforated 
work surfaces within biological safety 
cabinets facilitates clean-up. 

Appendix G-II-C-2-h. An insect and 
rodent control program is in effect. 

Appendix G-II-C-2-i. Laboratory 
clothing that protects street clothing 
(e.g., solid front and wrap-around 
gowns, scrub suits, coveralls) is worn in 
the laboratory. Laboratory clothing is 
not worn outside the laboratory, and it 
is decontaminated before being 
laundered. 

Appendix G-II-C-2-j. Special care is 
taken to avoid skin contamination with 
contaminated materials; gloves should 
be worn when handling infected animals 
and when skin contact with infectious 
materials is unavoidable. 

Appendix G-II-~C-z-k. Molded 
surgical masks or respirators are worn 
in rooms containing experimental 
animals. 

Appendix G-II-C-2-]. Animals and 
plants not related to the work being 
conducted are not permitted in the 
laboratory. 

Appendix G-II-C-2-m. Laboratory 
animals held in a BL3 area shall be 
housed in partial-containment caging 
systems, such as Horsfall units (72), 
open cages placed in ventilated 
enclosures, solid-wali and -bottom cages 
covered by filter bonnets, or solid-wall 
and -bottom cages placed on holding 
racks equipped with ultraviolet in 
radiation lamps and reflectors. 


Note.—Conventional caging systems may 
be used provided that all personnel wear 
appropriate personal protective devices. 
These shall inciude at a minimum wrap- 
around gowns, head covers, gloves, shoe 
covers, and respirators. All personnel shall 
shower on exit from areas where these 
devices are required. 


Appendix G-II-C-2-n. All wastes 
from laboratories and animal rooms are 
appropriately decontaminated before 
disposal. 

Appendix G-II-C-2-0. Vacuum lines 
are protected with high efficiency 
particulate air (HEPA) filters and liquid 
disinfectant traps. 

Appendix G-II-C-2-p. Hypodermic 
needles and syringes are used only for 
parenteral injection and aspiration of 
fluids from laboratory animals and 





diaphragm bottles. Only needle-locking 
syringes and disposable syringe-needle 
units (i.e., needle is integral to the 
syringe) are used for the injection or 
aspiration of fluids containing organisms 
that contain recombinant DNA 
molecules. Extreme caution should be 
used when handling needles and 
syringes to avoid autoinoculation and 
the generation of aerosols during use 
and disposal. Needles should not be 
bent, sheared, replaced in the needle 
sheath or guard or removed from the 
syringe following use. The needle and 
syringe should be promptly placed in a 
puncture-resistant container and 
decontaminated, preferably by 
autoclaving, before discard or reuse. 

Appendix G-II-C-2-q. Spills and 
accidents which result in overt or 
potential exposures to organisms 
containing recombinant DNA molecules 
are immediately reported to the 
laboratory director. Appropriate medical 
evaluation, surveillance, and treatment 
are provided and written records are 
maintained. 

Appendix G-II-C-2-r. Baseline serum 
samples for all laboratory and other at- 
risk personnel should be collected and 
stored. Additional serum specimens may 
be collected periodically depending on 
the agents handled or the function of the 
laboratory. 

Appendix G-II-C-C-2-s. A biosafety 
manual is prepared or adopted. 
Personnel are advised of special 
hazards and are required to read 
instructions on practices and procedures 
and to follow them. 

Appendix G-II-C-2-t. Alternative 
Selection of Containment Equipment. 
Experimental procedures involving a 
host-vector system that provides a one- 
step higher level of biological 
containment then that specified can be 
conducted in the BL3 laboratory using 
containment equipment specified for the 
BL2 level of physical containment. 
Experimental procedures involving a 
host-vector system that provides a one- 
step lower level of biological 
containment than that specified can be 
conducted in the BL3 laboratory using 
containment equipment specified for the 
BLA level of physical containment. 
Alternative combination of containment 
safeguards are shown in Table.1. 

Appendix G-II-C-3. Containment 
Equipment. 

Appendix G-II-C-3-a. Biological 
safety cabinets (Class I, II, or III) (see 
Appendix G-III-12) or other appropriate 
conbinations of personal protective or 
physical containment devices (e.g., 
special protective clothing, masks, 
gloves, respirators, centrifuge safety 
cups, sealed centrifuge rotors, and 
containment caging for animals) are 


used for all activities with organisms 
containing recombinant DNA molecules 
which pose a threat of aerosol exposure. 
These include: Manipulation of cultures 
and of those clinical or environmental 
materials which may be a source of 
aerosols; the aerosol challenge of 
experimental animals; and harvesting 
infected tissues or fluids from 
experimental animals and embryonate 
eggs, and necropsy of experimental 
animals. 

Appendix G-II-C-4. Laboratory 
Facilities. 

Appendix G-II-C-4-a. The laboratory 
is separated from areas which are open 
to unrestricted traffic flow within the 
building. Passage through two sets of 
doors is the basic requirement for entry 
into the laboratory from access 
corridors or other contiguous areas. 
Physical separation of the high 
containment laboratory from access 
corridors or other laboratories or 
activities may also be provided by a 
double-doored clothes change room 
(showers may be included), airlock, or 
other access facility which requires ~ 
passage through two sets of doors 
before entering the laboratory. 

Appendix G-II-C-4-b. The interior 
surfaces of walls, floors, and ceilings are 
water resistant so that they can be 
easily cleaned. Penetrations in these 
surfaces are sealed or capable of being 
sealed to facilitate decontaminating the 
area. 

Appendix G-II-C-4-c. Bench tops are 
impervious to water and resistant to 
acids, alkalis, organic solvents, and 
moderate heat. 

Appendix G-II-C-4-d. Laboratory 
furniture is sturdy and spaces between 
benches, cabinets, and equipment are 
accessible for cleaning. 

Appendix G-II-C-4-e. Each 
laboratory contains a sink for hand- 
washing. The sink is foot, elbow, or 
automatically operated and is located 
near the laboratory exit door. 

Appendix G-II-C-4-f. Windows in the 
laboratory are closed and sealed. 

Appendix G-II-C-4-g. Access doors 
to the laboratory or containment module 
are self-closing. 

Appendix G-II-C-4-h. An autoclave 
for decontaminating laboratory wastes 
is available preferably within the 
laboratory. 

Appendix G-II-C-4-i. A ducted 
exhaust air ventilation system is 
provided. This system creates 
directional airflow that draws air into 
the laboratory through the entry area. 
The exhaust air is not recirculated to 
any other area of the building, is 
discharged to the outside, and is 
dispersed away from the occupied areas 
and air intakes. Personnel must verify 
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that the direction of the airflow (into the 
laboratory) is proper. The exhaust air 
from the laboratory room can be 
discharged to the outside without being 
filtered or otherwise treated. 

Appendix G-II-C-4-j. The HEPA- 
filtered exhaust air from Class I or Class 
II biological safety cabinets is 
discharged directly to the outside or 
through the building exhaust system. 
Exhaust air from Class I or II biological 
safety cabinets may be circulated within 
the laboratory if the cabinet is tested 
and certified at least very twelve 
months. If the HEPA-filtered exhaust air 
from Class I or II biological safety 
cabinets is to be discharged to the 
outside through the building exhaust air 
system, it is connected to this system in 
a manner (e.g., thimble unit connection 
(12) that avoids any interference with 
the air balance of the cabinets or 
building exhaust system. 

Appendix G-II-D. Biosafety Level 4 
(BL4). 

Appendix G-II-D-1. Standard 
Microbiological Practices. 

Appendix G-II-D-1-a. Work surfaces 
are decontaminated at least once a day 
and immediately after any spill of viable 
material. 

Appendix G-II-D-1-b. Only 
mechanical pipetting devices are used. 

Appendix G-II-D-1-c. Eating, 
drinking, smoking, storing food, and 
applying cosmetics are not permitted in 
the laboratory. 

Appendix G-II-D-1-d. All procedures 
are perfomred carefully to minimize the 
creation of aerosols. 

Appendix G-II-D-2. Special 
Practices. 

Appendix G-II-D-2-a. Biological 
materials to be removed from the Class 
Ill cabinets or from the maximum 
containment laboratory in a viable or 
intact state are transferred to a 
nonbreakable, sealed primary container 
and then enclosed in a nonbreakable, 
sealed secondary container which is 
removed from the facility through a 
disinfectant dunk tank, fumigation 
chamber, or an airlock designed for this 
purpose. 

Appendix G-II-D-2-b. No materials, 
except for biological materials that are 
to remain in a viable or intact state, are 
removed from the maximum 
containment laboratory unless they 
have been autoclaved or 
decontaminated before they leave the 
facility. Equipment or material which 
might be damaged by high temperatures 
or steam is decontaminated by ‘gaseous 


. or vapor methods in an airlock or 


chamber designed for this purpose. 
Appendix G-II-D-2-c. Only persons 
whose presence in the facility or 
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individual laboratory rooms is required 
for program or support purposes are 
authorized to enter. The supervisor has 
the final responsibility for assessing 
each circumstance and determining who 
may enter or work in the laboratory. 
Access to the facility is limited by 
means of secure, locked doors; 
accessibility is managed by the 
laboratory director, biohazards control 
officer, or other person responsible for 
the physical security of the facility. 
Before entering, persons are advised of 
the potential biohazards and instructed 
as to appropriated safeguards for 
ensuring their safety. Authorized 
persons comply with the instructions 
and all other applicable entry and exit 
procedures. A logbook signed by all 
personnel indicates the date and time of 
each entry and exit. Practical and 
effective protocols for emergency 
situations are established. 

Appendix G-II-D-2-d. Personnel 
enter and leave the facility only through 
the clothing change and shower rooms. 
Personnel shower each time they leave 
the facility. Personnel use the airlocks to 
enter or leave the laboratory only in an 
emergency. 

Appendix G-II-D-2-e. Street clothing 
is removed in the outer clothing change 
room and kept there. Complete 
laboratory clothing, including 
undergarments, pants, and shirts or 
jumpsuits, shoes, and gloves, is provided 
and used by all persor ~ +] entering the 
facility. Head covers aie provided for 
personnel who do not wash their hair 
during the exit shower. When leaving 
the laboratory and before proceeding 
into the shower area, personnel remove 
their laboratory clothing and store it in a 
locker or hamper in the inner change 
room. 

Appendix G-II-D-2-f. When materials 
that contain organisms containing 
recombinant DNA molecules or 
experimental animals are present in the 
laboratory or animal rooms, a hazard 
warning sign incorporating the universal 
biohazard symbol is posted on all 
access doors. The sign identifies the 
agent, lists the name of the laboratory 
director or other responsible persen(s), 
and indicates any special requirements 
for entering the area (e.g., the need for 
immunizations or respirators). 

Appendix G-II-D-2-g. Supplies and 
materials needed in the facility are 
brought in by way of the double-doored 
autoclave, fumigation chamber, or 
airlock which is appropriately 
decontaminated between each use. 
After securing the outer doors, 
personnel within the facility retrieve the 
materials by opening the interior doors 
or the autoclave, fumigation chamber, or 


airlock. These doors are secured after 
materials are brought into the facility. 

Appendix G-II-D-2-h. An insect and 
rodent contro! program is in effect. 

Appendix G-II-D-2-i. Materials (e.g., 
plants, animals, and clothing) not 
related to the experiment being 
conducted are not permitted in the 
facility. 

Appendix G-II-D-2-j. Hypodermic 
needles and syringes are used only for 


. parenteral injection and aspiration of 


fluids from laboratory animals and 
diaphragm bottles. Only needle-locking 
syringes or disposable syringe-needle 
units (i.e., needle is integral part of unit) 
are used for the injection or aspiration 
of fluids containing organisms that 
contain recombinant DNA molecules. 
Needles should not be bent, sheared, 
replaced in the needle sheath or guard 
or removed from the syringe following 
use. The needle and syringe should be 
placed in a puncture-resistant container 
and decontaminated, preferably by 
autoclaving before discard or reuse. 
Whenever possible, cannulas are used 
instead of sharp needles (e.g., gavage). 
Appendix G-II-D-2-k. A system is set 
up for reporting laboratory accidents 
and exposures and employee 
absenteeism and for the medical 
surveillance of potential laboratory- 
associated illnesses. Written records are 
prepared and maintained. An essential 
adjunct to such a reporting-surveillance 
system is the availability of a facility for 
quarantine, isolation, and medical care 
of personnel with potential or known 
laboratory associated illnesses. 
Appendix G-II-D-2-]. Laboratory 
animals involved in experiments 
requiring BLA level physical containment 
shall be housed either in cages 
contained in Class III cabinets or in 
partial containment caging systems 
(such as Horsfall units (11)), open cages 
placed in ventilated enclosures, or solid- 
wall and -bottom cages placed on 
holding racks equipped with ultraviolet 
irradiation lamps and reflectors that are 
located in a specially designed area in 
which all personnel are required to wear 
one-piece positive pressure suits. 
Appendix G-II-D-2-m. Alternative 
Selection of Containment Equipment. 
Experimental procedures involving a 
host-vector system that provides a one- 
step higher level of biological 
containment than that specified can be 
conducted in the BLA facility using 
containment equipment requirements 
specified for the BL3 level of physical 
containment. Alternative combinations 
of containment safeguards are shown in 
Table I. 
Appendix G-II-D-3. Containment 
Equipment. 


Appendix G-II-D-3-a. All procedures 
within the facility with agents assigned 
to Biosafety Level 4 are conducted in the 
Class III biological safety cabinet or in 
Class I or II biological safety cabinets 
used in conjunction with one-piece 
positive pressure personnel suits 
ventilated by a life-support system. 

Appendix G-II-D-4. Laboratory 
Facilities. 

Appendix G-II-D-4-a. The maximum 
containment facility consists of either a 
separate building or a clearly 
demarcated and isolated zone within a 
building. Outer and inner change rooms 
separated by a shower are provided for 
personnel entering and leaving the 
facility. A double-doored autoclave, 
fumigation chamber, or ventilated 
airlock is provided for passage of those 
materials, supplies, or equipment which 
are not brought into the facility through 
the change room. 

Appendix G-II-D-4-b. Walls, floors, 
and ceilings of the facility are 
constructed to form a sealed internal 
shell which facilitate fumigation and is 
anima! and insect proof. The internal 
surfaces of this shell are resistant to 
liquids and chemicals, thus facilitating 
cleaning and decontamination of the 
area. All penetrations in these structures 
and surfaces are sealed. Any drains in 
the floors contain traps filled with a 
chemieal disinfectant of demonstrated 
efficacy against the target agent, and 
they are connected directly to the liquid 
waste decontamination system. Sewer 
and other ventilation lines contain 
HEPA filters. 

Appendix G-II-D-4-c. Internal facility 
appurtenances, such as light fixtures, air 
ducts, and utility pipes, are arranged to 
minimize the horizontal surface area on 
which dust can-settle. 

Appendix G-II-D-4-d. Bench tops have 
seamless surfaces which are impervious 
to water and resistant to acids, alkalis, 
organic solvents, and moderate heat. 

Appendix G-II-D-4-e. Laboratory 
furniture is of simple and sturdy 
construction, and spaces between 
benches, cabinets, and equipment are 
accessible for cleaning. 

Appendix G-II-D-4-f. A foot, elbow, or 
automatically operated hand-washing 
sink is provided near the door of each 
laboratory room in the facility. 

Appendix G-II-D-4-g. If there is a 
central vacuum system, it does not serve 
areas outside the facility. In-line HEPA 
filters are placed as near as practicable 
to each use point or service cock. Filters 
are installed to permit in-place 
decontamination and replacement. 
Other liquid and gas services to the 
facility are protected by devices that 
prevent backflow. 





Appendix G-II-D-4-h. If water 
fountains are provided, they are foot 
operated and are located in the facility 
corridors outside the laboratory. The 
water service to the fountain is not 
connected to the backflow-protected 
distribution system supplying water to 
the laboratory areas. 

Appendix G-II-D-4-i. Access doors to 
the laboratory are self-closing and 
lockable. 

Appendix G-II-D-4-j. Any windows 
are breakage resistant. 

Appendix G-II-D-4-k. A double-doored 
autoclave is provided for 
decontaminating materials passing out 
of the facility. The autoclave door which 
opens to the area external to the facility 
is sealed to the outer wall and 
automatically controlled so that the 
outside door can only be opened after 
the autoclave “sterilization” cycle has 
been completed. 

Appendix G-II-D-4-. A pass-through 
dunk tank, fumigation chamber, or an 
equivalent decontamination method is 
provided so that materials and 
equipment that cannot be 
decontaminated in the autoclave can be 
safely removed from the facility. 

Appendix G-II-D-4-m. Liquid effluents 
from laboratory sinks, biological safety 
cabinets, floors, and autoclave 
chambers are decontaminated by heat 
treatment before being released from the 
maximum containment facility. Liquid 
wastes from shower rooms and toilets 
may be decontaminated with chemical 
disinfectants or by heat in the liquid 
waste decontamination system. The 
procedure used for heat 
decontamination of liquid wastes is 
evaluated mechanically and biologically 
by using a recording thermometer and 
an indicator microorganism with a 
defined heat susceptibility pattern. If 
liquid wastes from the shower room are 
decontaminated with chemical 
disifectants, the chemical used is of 
demonstrated efficacy against the target 
or indicator microorganisms. 

Appendix G-II-D-4-n. An individual 
supply and exhaust air ventilation 
system is provided. The system 
maintains pressure differentials and 
directional airflow as required to assure 
flows inward from areas outside of the 
facility toward areas of highest potential 
risk within the facility. Manometers are 
used to sense pressure differentials 
between adjacent areas maintained at 
different pressure levels. If a system 
malfunctions, the manometers sound an 
alarm. The supply and exhaust airflow 
is interlocked to assure inward (or zero) 
airflow at all times. 

Appendix G-II-D-4-o. The exhaust air 
from the facility is filtered through 
HEPA filters and discharged to the 


outside so that it is dispersed away from 
occupied buildings and air intakes. 
Within the facility, the filters are located 
as near the laboratories as practicable 
in order to reduce the length of 
potentially contaminated air ducts. The 
filter chambers are designed to allow in 
situ decontamination before filters are 
removed and to facilitate certification 
testing after they are replaced. Coarse 
filters and HEPA filters are provided to 
treat air supplied to the facility in order 
to increase the lifetime of the exhaust 
HEPA filters and to protect the supply 
air system should air pressures become 
unbalanced in the laboratory. 

Appendix G-II-D-4-p. The treated 
exhaust air from Class I and II biological 
safety cabinets can be discharged into 
the laboratory room environment or the 
outside through the facility air exhaust 
system. If exhaust air from Class I or II 
biological safety cabinets is discharged 
into the laboratory the cabinets are 
tested and certified at 6-month intervals. 
The treated exhaust air from Class III 
biological safety cabinets is discharged, 
without recirculation through two sets 


’ of HEPA filters in series, via the facility 


exhaust air system. If the treated 
exhaust air from any of these cabinets is 
discharged to the outside through the 
facility exhaust air system, it is 
connected to this system in a manner 
(e.g., thimble unit connection [12}) that 
avoids any interference with the air 
balance of the cabinets or the facility 
exhaust air system. 

Appendix G-II-D-4-q. A specially 
designed suit area may be provided in 
the facility. Personnel who enter this 
area wear a one-piece positive pressure 
suit that is ventilated by a life-support 
system. The life-support system includes 
alarms and emergency backup breathing 
air tanks. Entry to this area is through 
an airlock fitted with airtight doors. A 
chemcial shower is provided to 
decontaminate the surface of the suit 
before the worker leaves the area. The 
exhaust air from the suit area is filtered 
by two sets of HEPA filters installed in 
series. A duplicate filtration unit, 
exhaust fan, and an automatically 
starting emergency power source are 
provided. The air pressure within the 
suit area is lower than that of any 
adjacent area. Emergency lighting and 
communication systems are provided. 
All penetrations into the internal shell of 
the suit area are sealed. A double- 
doored autoclave is provided for 
decontaminating waste materials to be 
removed from the suit area. 


TABLE 1.—PossiBLe ALTERNATE COMBINA- 


TIONS OF PHYSICAL AND BIOLOGICAL CON- 
TAINMENT SAFEGUARDS 


BL3/HV1 


BL4/HV1 


Appendix G-III—Footnotes and References 
of Appendix G. 


(1) Laboratory Safety at the Center for 
Disease Control (Sept. 1974). U.S. Department 
of Health Education and Welfare Publication 
No. CDC 75-8118. 

(2) Biosafety in Microbiological and 
Biomedical Laboratories, 1st Edition (March 
1984), U.S. Department of Health and Human 
Services, Public Health Service, Centers for 
Disease Control, Atlanta, Georgia 30333, and 
National Institutes of Health, Bethesda, 
Maryland 20205. 

(3) National Cancer Institute Safety 
Standards for Research Involving-Oncogenic 
Viruses (Oct. 1974). U.S. Department of 
Health, Education and Welfare Publication 
No. (NIH) 75-790. 

(4) National Institutes of Health 
Biohazards Safety Guide (1974). U.S. 
Department of Health, Education, and 
Welfare, Public Health Service, National 
Institutes of Health. U.S. Government Printing 
Office, Stock No. 1740-00383. 
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Pollack (ed.) Cold Spring Harbor Laboratory. 

(6) Handbook of Laboratory Safety (1971). 
2nd Edition. N.V. Steere (ed.). The Chemical 
Rubber Co., Cleveland. 
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Diagnostic Procedures for Bacterial, Mycotic 
and Parasitic Infections. American Public 
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and D. W. Robbins (ed.), Methods in 
Microbiology. Academic Press, Inc., New 
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(9) The Prevention of Laboratory Acquired 
Infection (1974). C. H. Collins, E. G. Hartley, 
and R. Pilsworth. Public Health Laboratory 
Service, Monograph Series No. 6. 

(10) Chatigny, M. A. (1961). Protection 
Against Infection in the Microbiological 
Laboratory: Devices and Procedures. In W. 
W. Umbreit (ed.). Advances in Applied 
Microbiology. Academic Press, New York, 
N.Y. 3:131-192. 

(17) Horsfall, F. L., Jr., and J. H. Baner 
(1940). Individual Isolation of Infected 
Animals in a Single Room. J. Bact. 40, 569- 
580. 
(12) Biological safety cabinets referred to in 
this section are classified as Class J, Class Il, 
or Class Ili cabinets. A Class / is a ventilated 
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cabinet for personnel protection having an 
inward flow of air away from the operator. 
The exhaust air from this cabinet is filtered 
through a high-efficiency particulate air © 
(HEPA) filter. This cabinet is used in three 
operational modes: (1) With a full-width open 
front, (2) with an installed front closure panel 
(having four 8-inch diameter openings) 
without gloves, and (3) with an installed front 
closure panel equipped with arm-length 
rubber gloves. The face velocity of the 
inward flow of air through the full-width open 
front is 75 feet per minute or greater. 

A Class I] cabinet is a ventilated cabinet 
for personnel and product protection having 
an open front with inward air flow for 
personnel protection, and HEPA filtered mass 
recirculated air flow for product protection. 
The cabinet exhaust air is filtered through a 
HEPA filter. The face velocity of the inward 
flow of air through the full-width open front is 
75 feet per minute or greater. Design and 
performance specifications for Class I 
cabinets have been adopted by the National 
Sanitation Foundation, Ann Arbor, Michigan. 
A Class II] cabinet is a closed front 
ventilated cabinet of gas-tight construction 
which provides the highest level of personnel 
protection of all biohazard safety cabinets. 
The interior of the cabinet is protected from 
contaminants exterior to the cabinet. The 
cabinet is fitted with arm-length rubber 
gloves and is operated under a negative 
pressure of at least 0.5 inches water guage. 
All supply air is filtered through HEPA filters. 
Exhaust air is filtered through two HEPA 
filters or one HEPA filter and incinerator 
before being discharged to the outside 
environment. National Sanitation Foundation 
Standard 49. 1976. Class II (Laminar Flow) 
Biohazard Cabinetry. Ann Arbor, Michigan. 

(13) Biosafety Level 1 is suitable for work 
involving agents of no known or minimal 
potential hazard to laboratory personnel and 
the environment. The laboratory is not 
separated from the general traffic patterns in 
the building. Work is generally conducted on 
open bench tops. Special containment 
equipment is not required or generally used. 
Laboratory personnel have specific training 
in the procedures conducted in the laboratory 
and are supervised by a scientist with 


general training in microbiology or a related 
science (see Appendix G-III-2). 

(14) Biosafety Level 2 is similar to Level 1 
and is suitable for work involving agents of 
moderate potential hazard to personnel and 
the environment. It differs in that: (1) 
Laboratory personnel have specific training 
in handling pathogenic agents and are 
directed by competent scientists; (2) access to 
the laboratory is limited when work is being 
conducted; and (3) certain procedures in 
which infectious aerosols are created are 
conducted in biological safety cabinets or 
other physical containment equipment (see 
Appendix G-Ill-2). 

(15) Office of Reseach Safety, National 
Cancer Institute, and the Special Committee 
of Safety and Health Experts. 1978. 
“Laboratory Safety Monograph: A 
Supplement to the NIH Guidelines for 
Recombinant DNA Research.” Bethesda, 
Maryland, National Institutes of Health. 

(16) Biosafety Level 3 is applicable to 
clinical, diagnostic, teaching, research, or 
production facilities in which work is done 
with indigenous or exotic agents which may 
cause serious or potentially lethal disease as 
result of exposure by the inhalation route. 
Laboratory personnel have specific training 
in handling pathogenic and potentially lethal 
agents and are supervised by competent 
scientists who are experienced in working 
with these agents. All procedures involving 
the manipulation of infectious material are 
conducted within biological safety cabinets 
or other physicial containment devices or by 
personnel wearing appropriate personal 
protective clothing and devices. The 
laboratory has special engineering and design 
features. It is recognized, however, that many 
existing facilities may not have all the facility 
safeguards recommended for Biosafety Level 
3 (e.g., access zone, sealed penetrations, and 
directional airflow, etc.). In these 
circumstances, acceptable safety may be 
achieved for routine or repetitive operations 
(e.g., diagnostic procedures involving the 
propagation of an agent for identification, 
typing, and susceptibility testing) in 
laboratories where facility features satisfy 
Biosafety Level 2 recommendations provided 
the recommended “Standard Microbiological 
Practices,” “Special Practices,” and 


“Containment Equipment” for Biosafety Level 
3 are rigorously followed. The decision to 
implement this modification of Biosafety 
Level 3 recommendations should be made 
only by the laboratory director (see Appendix 
G-Ill-2). 


Appendix H—Shipment 


Recombinant DNA molecules 
contained in an organism or virus shall 
be shipped only as an etiologic agent 
under requirements of the U.S. Public 
Health Service, and the U.S. Department 
of Transportation (Section 72.3, Part 72, 
Title 42, and Sections 173.386-.388, Part 
173, Title 49, U.S. Code of Federal 
Regulations (CFR)) as specified below: 

Appendix H-I. Recombinant DNA 
molecules contained in an organism or 
virus requiring BL1, BL2, or BL3 physical 
containment, when offered for 
transportation or transported, are 
subject to all requirements of Section 
72.3({a)-(e), Part 72, Title 42 CFR, and 
Sections 173.386-.388, Part 173, Title 49 
CFR. 

Appendix H-II. Recombinant DNA 
molecules contained in an organism or 
virus requiring BL4 physical 
containment, when offered for 
transportation or transported, are 
subject to the requirements listed above 
under Appendix H-I and are also 
subject to Section 72.3(f), Part 72, Title 
42 CFR. 

Appendix H-ill. Information on 
packaging and labeling of etiologic 
agents is shown in Figures 1, 2, and 3. 
Additional information on packaging 
and shipment is given in the 
“Laboratory Safety Monograph—A 
Supplement to the NIH Guidelines for 
Recombinant DNA Research,” available 
from the Office of Recombinant DNA 
Activities and in Biosafety in 
Microbiological and Biomedical 
Laboratories (see Appendix G-III-2). 
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PACKAGING AND 
LABELING OF 
ETIOLOGIC AGENTS 


The Interstate Shipment of Etiologic Agents (42 CFR, Part 
72) was revised July 21, 1980 to provide for packaging and 
labeling requirements for etiologic agents and certain other 
materials shipped in interstate traffic. 


Figures 1 and 2 diagram the packaging and labeling of etio- 
logic agents in volumes of less than 50 mi. in accordance with 
the 


of subparagraph 72.3 (a) of the cited regula- 


tion. Figure illustrates the color and size of the label, de- 
cribed in subparagraph 72.3 {d) (1 - 5) of the regulations, 
which shall be affixed to all shipments of etiologic agents. 


For further information on any provision of this regulation 


contact: 


WATER PROOF 
TAPE 


FIGURE 3 


CROSS SECTION 


CF PROPER PACKING 


Appendix I—Biological Containment 


(See also Appendix E.) 

Appendix I-I. Levels of Biological 
Containment. In consideration of 
biological containment, the vector 
(plasmid, organelle, or virus) for the 
recombinant DNA and the host 
(bacterial, plant, or animal cell) in which 
the vector is propagated in the 
laboratory will be considered together. 
Any combination of vector and host 
which is to provide biolegical 
containment must be chosen or 
constructed so that the following types 
of “escape” are minimized: (i) survival 
of the vector in its host outside the 
laboratory, and (ii) transmission of the 
vector from the propagation host to 
other nonlaboratory hosts. 

The following levels of biological 
containment (HV, or Host- Vector, 
systems) for prokaryotes will be 


established; specific criteria will depend 
on the organisms to be used. 

Appendix I-I-A. HV1. A host-vector 
system which provides a moderate level 
of containment. Specific system are: 

Appendix I-I-A-1. EK1. The host is 
always E. coli K-12 or a derivative 
thereof, and the vectors include 
nonconjugative plasmids (e.g., pSC101, 
Co1E1, or derivatives thereof(7-7)) and 
variants of bacteriophage, such as 
lambda(8-75). The E. coli K-12 hosts 
shall not contain conjugation-proficient 
plasmids, whether autonomous or 
integrated, or generalized transducing 
phages. 

Appendix I-I-A-2. Other HV1. Hosts 
and vectors shall be, at a minimum, 
comparable in containment to E. coli K- 
12 with a non conjugative plasmid or 
bacteriophage vector. The data to be 
considered and a mechanism for 
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IN CASE OF DAMAGE 
OR LEAKAGE 


approval of such HV1 systems are 
described below (Appendix I-II). 

Appendix I-I-B. HV2. These are host- 
vector systems shown to provide a high 
level of biological containment as 
demonstrated by data from suitable 
tests performed in the laboratory. 
Excape of the recombinant DNA either 
via survival of the organisms or via 
transmission of recombinant INA to 
other organisms should be less than 
449 G58 under specified conditions. 
Specific systems are: 

Appendix I-I-B-1. For EK2 host- 
vector systems in which the vector is a 
plasmid, no more than one in 10° host 
cells should be able to perpetuate a 
cloned DNA fragment under the 
specified nonpermissive laboratory 
conditions designed to represent the 
natural environment, either by survival 
of the original host or as a consequences 
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of transmission of the cloned DNA 
fragment. 

Appendix I-I-B-2. For EK2 host- 
vector systems in which the vector is a 
phage, no more than one in 10° phage 
particles should be able to perpetuate a 
cloned DMA fragment under the 
specified nonpermissive laboratory 
conditions designed to represent the 
natural environment either: (it) as a 
prophage (in the inserted or plasmid 
form) in the laboratory host used for 
phage propagation or (ii) by surviving in 
natural environments and transferring a 
cloned DNA fragment to other hosts (or 
their resident prophages). 

Appendix I-II. Certification of Host- 
Vector Systems. 

Appendix I-II-A. Responsibility. HV1 
systems other than E. co/i K-12 and HV2 
host-vector systems may not be 
designated as such until they have been 
certified by the Director, NIH. 
Application for certification of a host- 
vector system is made by written 
application to the Office of Recombinant 
DNA Activities, National Institutes of 
Health, Building 31, Room 3B10, 
Bethesda, Maryland 20205. 

Host-vector systems that are proposed 
for certification will be reviewed by the 
RAC (see Section IV—C-1-b-(1)-(e)). 
This will first involve review of the data 
on construction, properties, and testing 
of the proposed host-vector system by a 
working group composed on one or more 
members of the RAC and other persons 
chosen because of their expertise in 
evaluating such data. The committee 
will then evaluate the report of the 
working group and any other available 
information at a regular meeting. The 
Director, NIH, is responsible for 
certification after receiving the advice of 
the RAC. Minor modifications of 
existing certified Host-vector systems 
where the modifications are of minimal 
or no consequence to the properties 
relevant to containment may be certified 
by the Director, NIH, without review by 
the RAC (see Section IV-C-1-b-{3)-(c)). 

When new host-vector systems are 
certified, notice of the certification will 
be sent by ORDA to the applicant and to 
all IBCs and will be published in the 
Recombinant DNA Technical Bulletin. 
Copies of a list of all currently certified 
host-vector systems may be obtained 
from ORDA at any time. 

The Director, NIH, may at any time 
rescind the certification of any host- 
vector system (see Section IV-C-1-b- 
(3)—(d)). If certification of a host-vector 
system is rescinded, NIH will instruct 
investigators to transfer cloned DNA 
into a different system or use the clones 
at a higher physical containment level 
unless NIH determines that the already 


constructed clones incorporate adequate 
biological containment. 

Certification of a given system does 
not extend to modifications of either the 
host or vector component of that system. 
Such modified systems must be 
independently certified by the Director, 
NIH. If modifications are minor, it may 
only be necessary for the investigator to 
submit data showing that the 
modifications have either improved or 
not impaired the major phenotypic traits 
on which the containment of the system 
depends. Substantial modifications of a 
certified system require the submission 
of complete testing data. 

Appendix I-II-B. Data to be 
Submitted for Certification. 

Appendix I-II-B-1. HV1 Systems 
Other than E. coli K-12.The following 
types of data shall be submitted, 
modified as appropriate for the 
particular system under consideration: 
(i) a description of the organism and 
vector; the strain’s natural habitat and 
growth requirements; its physiological 
properties, particularly those related to 
its reproduction and survival and the 
mechanisms by which it exchanges 
genetic information; the range of 
organisms with which this organism 
normally exchanges genetic information 
and what sort of information is 
exchanged; and any relevant 
information on its pathogenicity or 
toxicity; (ii) a description of the history 
of the particular strains and vectors to 
be used, including data on any 
mutations which render this organism 
less able to survive or transmit genetic 
information; and (iii) a general 
description of the range of experiments 
contemplated with emphasis on the 
need for developing such an HV1 
system. 

Appendix I-Ii-B-2. HV2 Systems. 
Investigators planning to request HV2 
certification for host-vector systems can 
obtain instructions from ORDA 
concerning data to be submitted(74—75). 
In general, the following types of data 
are required: (i) description of 
construction steps with indication of 
source, properties, and manner of 
introduction of genetic traits; (ii) 
quantitative data on the stability of 
genetic traits that contribute to the 
containment of the system; (iii) data on 
the survival of the host-vector system 
under nonpermissive laboratory 
conditions designed to represent the 
relevant natural environment; (iv) Data 
on transmissibility of the vector and/or 
a cloned DNA fragment under both 
permissive and nonpermissive 
conditions; (v) data on all other 
properties of the system which affect 
containment and utility, including 
information on yields of phage or 
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plasmid molecules, ease of DNA 
isolation, and ease of transfection or 
transformation; and (vi) in some cases, 
the investigator may be asked to submit 
data on survival and vector 
transmissibility from experiments in 
which the host-vector is fed to 
laboratory animals and human subjects. 
Such in vivo data may be required to 
confirm the validity of predicting in vivo 
survival on the basis of in vitro 
experiments. 

Data must be submitted in writing to 
ORDA. Ten to twelve weeks are 
normally required for review and 
circulation of the data prior to the 
meeting at which such data can be 
considered by the RAC. Investigators 
are encouraged to publish their data on 
the construction, properties, and testing 
of proposed HV2 systems prior to 
consideration of the system by the RAC 
and its subcommittee. More specific 
instructions concerning the type of data 
to be submitted to NIH for proposed EK2 
systems involving either plasmids or 
bacteriophage in E. coli K-12 are 
available from ORDA. 
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Appendix J—Federal Interagency 
Advisory Committee on Recombinant 


DNA Research 


Appendix J-I. Federal Interagency 
Advisory Committee. The Federal 
Interagency Advisory Committee on 
Recombinant DNA Research advises the 
Secretary of the Department of Health 
and Human Services, the Assistant 
Secretary for Health, and the Director, 
National Institutes of Health, on the 
coordination of those aspects of all 
Federal programs and activities relating 
to recombinant DNA research. The 
committee provides for communication 
and exchange of information necessary 
to maintain adequate coordination of 
such programs and activities. The 
committee is responsible for facilitating 
compliance with a uniform set of 
guidelines in the conduct of this 
research in the public and private 
sectors and, where warranted, to 
suggest administrative or legislative 
proposals. : 

The Director of the NIH, or his 
designee, serves as chairman, and the 
committee includes representation from 
all Departments and Agencies whose 
programs involve health functions or 
responsibilities as determined by the 
Secretary. 

Departments and agencies which have 
representation on this committee as of 
December 1980 are: 

Department.of Agriculture 
Department of Commerce 
Department of Defense 
Department of Energy 
Environmental Protection Agency 
=xecutive Office of the President 


Department of Health and Human 
Services 
Office of the Assistant Secretary for 
Health 
Centers for Disease Control 
Food and Drug Administration 
National Institutes of Health 
Department of the Interior 
Department of Justice 
Department of Labor 
National Aeronautics and Space 
Administration 
National Science Foundation 
Nuclear Regulatory Commission 
Department of State 
Department of Transportation 
Arms Control and Disarmament Agency 
Veterans Administration 
At the second meeting of the 
committee on November 23, 1976, all of 
the Federal agencies endorsed the 
Guidelines, and Departments which 
support or conduct recombinant DNA 
research agreed to abide by the 
Guidelines(z). 
Appendix J-II.—Footnote of Appendix J 
(2) Minutes of thefirst eight meetings of the 
Federal Interagency Advisory Committee on 
Recombinant DNA Research are reproduced 
in Recombinant DNA Research, Volume 2, 
Documents Relating to “NIH Guidelines for 
Research Involving Recombinant DNA 
Molecules,” June 1976—November 1977. 


Appendix K—Physical Containment for 
Large-Scale Uses of Organisms 
Containing Recombinant DNA 
Molecules 


This part of the Guidelines specifies 
physical containment guidelines for 
large-scale (greater than 10 liters of 
culture) research or production involving 
viable organisms containing 
recombinant DNA molecules. It shall 
apply to large-scale research or 
production activities as specified in 
Section III-B-5 of the Guidelines. 

All provisions of the Guidelines shall 
apply to large-scale research or 
production activities with the following 
modifications: 

e Appendix K shall replace Appendix 
G when quantities in excess of 10 liters 
of culture are involved in research or 
production. 

¢ The institution shall appoint a 
Biological Safety Officer (BSO) if it 
engages in large-scale research or 
production activities involving viable 
organisms containing recombinant DNA 
molecules. The duties of the BSO shall 
include those specified in Section IV-B- 
4 of the Guidelines. 

¢ The institution shall establish and 
maintain a health surveillance program 
for personnel engaged in large-scale 
research or production activities 
involving viable organisms containing 
recombinant DNA molecules which 
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require BL3 containment at the 
laboratory scale. The program shall 
include: preassignment and periodic 
physical and medical examinations; 
collection, maintenance and analysis of 
serum specimens for monitoring 
serologic changes that may result from 
the employee’s work experience; and 
provisions for the investigation of any 
serious, unusual or extended illnesses of 
employees to determine possible 
occupational origin. 

Appendix K-I. Selection of Physical 
Containment Levels. The selection of 
the physical containment level required 
for recombinant DNA research or 
production involving more than 10 liters 
of culture is based on the containment 
guidelines established in Part III of the 
Guidelines. For purposes of large-scale 
research or production, three physical 
containment levels are established. 
These are referred to as BL1-LS, BL2- 
LS, and BL3-LS. The BL-LS level of 
physical containment is required for 
large-scale research or production of 
viable organisms containing 
recombinant DNA molecules which 
require BL1 containment at the 
laboratory scale. (The BL1-LS level of 
physical containment is recommended 
for large-scale research or production of 
viable organisms for which BL1 is 
recommended at the laboratory scale 
such as those described in Appendix C.) 
The BL2-LS level of physical 
containment is required for large-scale 
research or production of viable 
organisms containing recombinant DNA 
molecules which require BL2 
containment at the laboratory scale. The 
BL3-LS level of physical containment is 
required for large-scale research or 
production of viable organisms 
containing recombinant DNA molecules 
which require BL3 containment at the 
laboratory scale. No provisions are 
made for large-scale research or 
production of viable organisms 
containing recombinant DNA molecules 
which require BLA containment at the 
laboratory seale. If necessary, these 
requirements will be established by NIH 
on an individual basis. 

Appendix K-II. BL1-LS Level. 
Appendix K-II-A. Cultures of viable 
orgainsms containing recombinant DNA 

molecules shall be handled in a closed 
system (e.g., closed vessel used for the 
propagation and growth of cultures) or 
other primary containment equipment 
(e.g., biological safety cabinet containing 
a centrifuge used to process culture 
fluids) which is designed to reduce the 
potential for escape of viable organisms. 
Volumes less than 10 liters may be 
handled outside of a closed system or 
other primary containment equipment 
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provided all physical containment 
requirements specified in Appendix G- 
ll-A of the Guidelines are met. 

Appendix K-II-B. Culture fluids 
(except as allowed in Appendix K-II-C) 
shall not be removed from a closed 
system or other primary containment 
equipment unless the viable orgainsms 
containing recombinant DNA molecules 
have been inactivated by a validated 
inactivation procedure. A validated 
inactivation procedure is one which has 
been demonstrated to be effective using 
the organism that will serve as the host 
for propagating the recombinant DNA 
molecules. 

Appendix K-Ii-C. Sample collection 
from a closed system, the addition of 
materials to a closed system, and the 
transfer of culture fluids from one closed 
system to another shall be done ina 
manner which minimizes the release of 
aerosols or contamination of exposed 
surfaces. 

Appendix K-II-D. Exhaust gases 
removed from a closed system or other 
primary containment equipment shall be 
treated by filters which have efficiencies 
equivalent to HEPA filters or by other 
equivalent procedures (e.g., incineration) 
to minimize the release of viable 
organisms containing recombinant DNA 
molecules to the environment. 

Appendix K-II-E. A closed system or 
other primary containment equipment 
that has contained viable organisms 
containing recombinant DNA molecules 
shall not be opened for maintenance or 
other purposes unless it has been 
sterilized by a validated sterilization 
procedure. A validated sterilization 
procedure is one which has been 
demonstrated to be efffective using the 
organism that will serve as the host for 
propagating the recombinant DNA 
molecules. 

Appendix K-II-F. Emergency plans 
required by Section IV-B-3-f shall 
include methods and procedures for 
handling large losses of culture on an 
emergency basis. 

Appendix K-III. BL2-LS Level. 

Appendix K-IlI-A. Cultures of viable 
organisms containing recombinant DNA 
molecules shall be handled in a closed 
system (e.g., closed vessel used for the 
propagation and growth of cultures) or 
other primary containment equipment 
(e.g., Class III biological safety cabinet 
containing a centrifuge used to process 
culture fluids) which is designed to 
prevent the escape of viable organisms. 
Volumes less than 10 liters may be 
handled outside of a closed system or 
other primary containment equipment 
provided all physical containment 
requirements specified in Appendix G- 
il-B of the Guidelines are met. 


Appendix K-III-B. Culture fluids 
(except as allowed in Appendix K-III-C) 
shall not be removed from a closed 
system or other primary containment 
equipment unless the viable organisms 
containing recombinant DNA molecules 
have been inactivated by a validated 
inactivation procedure. A validated 
inactivation procedure is one which has 
been demonstrated to be effective using 
the organism that will serve as the host 
for propagating the recombinant DNA 
molecules. 

Appendix K-Ii/-C. Sample collection 
from a closed system, the addition of 
materials to a closed system, and the 
transfer of cultures fluids from one 
closed system to another shall be done 
in a manner which prevents the release 
of aerosols or contamination of exposed 
surfaces. 

Appendix K-II/J-D. Exhaust gases 
removed from a closed system or other 
primary containment equipme..t shall be 
treated by filters which have efficiencies 
equivalent to HEPA filters or by other 
equivalent procedures (e.g., incineration) 
to prevent the release of viable 
organisms containing recombinant DNA 
molecules to the environment. 

Appendix K-III-E. A closed __'stem or 
other primary containment equipment 
that has contained viable organisms 
containing recombinant DNA molecules 
shall not be opened for maintenance or 
other purposes unless it has been 
sterilized by a validated sterilization 
procedure. A validated sterilization 
procedure is one which has been 
demonstrated to be effective using the 
organism that will serve as the host for 
propagating the recombinant DNA 
molecules. 

Appendix K-IlI-F. Rotating seals and 
other mechanical devices directly 
associated with a closed system used 
for the propagation and growth of viable 
organisms containing recombinant DNA 
molecules shall be designed to prevent 
leakage or shall be fully enclosed in 
ventilated housings that are exhausted 
through filters which have efficiencies 
equivalent to HEPA filters or through 
other equivalent treatment devices. 

Appendix K-III-G. A closed system 
used for the propagation and growth of 
viable organisms containing 
recombinant DNA molecules and other 
primary containment equipment used to 
contain operations involving viable 
organisms containing recombinant DNA 
molecules shall include monitoring or 
sensing devices that monitor the 
integrity.ef containment during 
operations. 

Appendix K-lil-H. A closed system 
used for the propagation and growth of 
viable organisms containing 
recombinant DNA molecules shall be 


tested for integrity of the containment 
features using the organism that will 
serve as the host for propagating 
recombinant DNA molecules. Testing 
shall be accomplished prior to the 
introduction of viable organisms 
containing recombinant DNA molecules 
and following modification or 
replacement of essential containment 
features. Procedures and methods used 
in the testing shall be appropriate for the 
equipment design and for recovery and 
demonstration of the test organism. 
Records of tests and results shall be 
maintained on file. 

Appendix K-III-I. A closed system 
used for the propagation and growth of 
viable organisms containing 
recombinant DNA molecules shal! be 
permanently identified. This 
identification shall be used in all records 
reflecting testing, operation, and 
maintenance and in all documentation 
relating to use of this equipment for 
research or production activities 
involving viable organisms containing 
recombinant DNA molecules. 

Appendix K-III-j. The universal 
biohazard sign shall bé posted on each 
closed system and primary containment 
equipment when used to contain viable 
organisms containing recombinant DNA 
molecules. 

Appendix K-Ili-K. Emergency plans 
required by Section IV-B-3-f shall 
include methods and procedures for 


_ handling large losses of culture on an 


emergency basis. 

Appendix K-IV. BL3-LS Level. 

Appendix K-IV-A. Cultures of viable 
organisms containing recombinant DNA 
molecules shall be handled in a closed 
system (e.g., closed vessels used for the 
propagation and growth of cultures) or 
other primary containment equipment 
(e.g., Class II biological safety cabinet 
containing a centrifuge used to process 
culture fluids) which is designed to 
prevent the escape of viable organisms. 
Volumes less than 10 liters may be 
handled outside of a closed system 
provided all physical containment 
requirements specified in Appendix G- 
II-C of the Guideliness are met. 

Appendix K-IV-B. Culture fluids 
(except as allowed in Appendix K-IV- 
C) shall not be removed from a closed 
system or other primary containment 
equipment unless the viable organisms 
containing recombinant DNA molecules 
have been inactivated by a validated 
inactivation procedure. A validated 
inactivation procedure is one which has 
been demonstrated to be effective using 
the organisms that will serve as the host 
for propagating the recombinant DNA 
molecules. 





Appendix K-IV-C. Sample collection 
from a closed system, the addition of 
materials to a closed system, and the 
transfer of culture fluids from one closed 
system to another shall be done in a 
manner which prevents the release of 
aerosols or contamination of exposed 
surfaces. 

Appendix K-IV-D. Exhaust gases 
removed from a closed system or other 
primary containment equipment shall be 
treated by filters which have efficiencies 
equivalent to HEPA filters or by other 
equivalent procedures (e.g., incineration 
to prevent the release of viable 
organisms containing recombinant DNA 
molecules to the environment. 

Appendix K-IV-E. A closed system or 
other primary containment equipment 
that has contained viable organisms 
containing recombinant DNA molecules 
shall not be opened for maintenance or 
other purposes unless it has been 
sterilized by a validated sterilization 
procedure. A validated sterilization 
procedure is one which has been 
demonstrated to be effective using the 
organisms that will serve as the host for 
propagating the recombinant DNA 
molecules. 

Appendix K-IV-F. A closed system 
used for the propagation and growth of 
viable organisms containing 
recombinant DNA molecules shall be 
operated so that the space above the 
culture level will be maintained at a 
pressure as low as possible, consistent 
with equipment design, in order to 
maintain the integrity of containment 
features. 

Appendix K-IV-G. Rotating seals and 
other mechanical devices directly 
associated with a closed system used to 
contain viable organisms containing 
recombinant DNA molecules shall be 
designed to prevent leakage or shall be 
fully enclosed in ventilated housings 
that are exhausted through filters which 
have efficiencies equivalent to HEPA 
filters or through other equivalent 
treatment devices. 

Appendix K-IV-H. A closed system 
used for the propagation and growth of 
viable organisms containing 
recombinant DNA molecules and other 
primary containment equipment used to 
contain operations involving viable 
organisms containing recombinant DNA 
molecules shall include monitoring or 
sensing devices that monitor the 
integrity of containment during 
operations. 

Appendix K-IV-I. A closed system 
used for the propagation and growth of 
viable organisms containing 
recombinant DNA molecules shall be 
tested for integrity of the containment 
features using the organisms that will 
serve as the host for propagating the 


recombinant DNA molecules. Testing 
shall be accomplished prior to the 
introduction of viable organisms 
containing recombinant DNA molecules 
and following modification or 
replacement of essential containment 
features. Procedures and methods used 
in the testing shall be appropriate for the 
equipment design and for recovery and 
demonstration of the test organism. 
Records of tests and results shall be 
maintained on file. 

Appendix K-IV-J. A closed system 
used for the propagation and growth of 
viable organisms containing 
recombinant DNA molecules shall be 
permanently identified. This 
identification shall be used in all records 
reflecting testing, operation, and 
maintenance and in all documentation 
relating to the use of this equipment for 
research production activities involving 
viable organisms containing 
recombinant DNA molecules. 

Appendix K-IV-K. The universal 
biohazard sign shall be posted on each 
closed system and primary containment 
equipment when used to contain viable 
organisms containing recombinant DNA 
molecules. 

Appendix K-IJV-L. Emergency plans 
required by Section IV-B-3-f shall 
include methods and procedures for 
handling large losses of culture on an 
emergency basis. 

Appendix K-IV-M. Closed systems 
and other primary containment 
equipment used in handling cultures of 
viable organisms containing 
recombinant DNA molecules shall be 
located within a controlled area which 
meets the following requirements: 

Appendix K-IV-M-1. The controlled 
area shall have a separate entry area. 
The entry area shall be a double-doored 
space such as an air lock, anteroom, or 
change room that separates the 
controlled area from the balance of the 
facility. 

Appendix K-IV-M-2. The surfaces of 
walls, ceilings, and floors in the 
controlled area shall be such as to 
permit ready cleaning and 
decontamination. 

Appendix K-IV-M-3. Penetrations 
into controlled area shall be sealed to 
permit liquid or vapor phase space 
decontamination. 

Appendix K-IV-M-4. All utilities and 
service or process piping and wiring 
entering the controlled area shall be 
protected against contamination. 

Appendix K-IV-M-5. Hand-washing 
facilities equipped with foot, elbow, or 
automatically operated valves shall be 
located at each major work area and 
near each primary exit. 

Appendix K-IV-M-6. A shower 
facility shall be provided. This facility 
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shall be located in close proximity to the 
controlled area. 

Appendix K-IV-M-7. The controlled 
area shall be designed to preclude 
release of culture fluids outside the 
controlled area in the event of an 
accidental spill or release from the 
closed systems or other primary 
containment equipment. 

Appendix K-IV-M-8. The controlled 
area shall have a ventilation system that 
is capable of controlling air movement. 
The movement of air shall be from areas 
of lower contamination potential to 
areas of higher contamination potential. 
If the ventilation system provides 
positive pressure supply air, the system 
shall operate in a manner that prevents 
the reversal of the direction of air 
movement or shall be equipped with an 
alarm that would be actuated in the 
event that reversal in the direction of air 
movement were to occur. The exhaust 
air from the controlled area shall not be 
recirculated to other areas of the 
facility. The exhaust air from the 
controlled area may be discharged to 
the outdoors without filtration or other 
means for effectively reducing an 
accidental aerosol burden provided that 
it can dispersed clear of occupied 
buildings and air intakes. 

Appendix K-IV-N-. The following 
personnel and operational practices 
shall be required: 

Appendix K-IV-N-1. Personnel entry 
into the controlled area shall be through 
the entry area specified in Appendix K- 
IV-M-1. 

Appendix K-IV-N-2. Persons entering 
the controlled area shall exchange or 
cover their personal clothing with work 
garments such as jumpsuits, laboratory 
coats, pants and shirts, hear cover, and 
shoes or shoe covers. On exit from the 
controlled area the work clothing may 
be stored in a locker separate from that 
used for personal clothing or discarded 
for laundering. Clothing shall be 
decontaminated before laundering. 

Appendix K-IV-N-3. Entry into the 
controlled area during periods when 
work is in progress shall be restricted to 
those persons required to meet program 
or support needs. Prior to entry all 
persons shall be informed of the 
operating practices, emergency 
procedures, and the nature of the work 
conducted. ° 

Appendix K-IV-N-4. Persons under 18 
years shall not be permitted to enter the 
controlled area. 

Appendix K-IV-N-S5. The universal 
biohazard sign shall be posted on entry 
doors to the controlled area and all 
internal doors when any work involving 
the organism is in progress. This 
includes periods when decontamination 
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procedures are in progress. The sign 
posted on the entry doors to the 
controlled area shall include a statement 
of agents in use and personnel 
authorized to enter the controlled area. 

Appendix K-IV-N-6. The controlled 
area shall be kept neat and clean. 

Appendix K-IV-N-7. Eating, drinking, 
smoking, and storage of food are 
prohibited in the controlled area. 

Appendix K-IV-N-8. Animals and 
plants shall be excluded from the 
controlled area. 

Appendix K-IV-—N-9. An effective 
insect and rodent control program shall 
be maintained. 

Appendix K-IV-N-10. Access doors 
to the controlled area shall be kept 
closed, except as necessary for access, 
while work is in progress. Serve doors 
leading directly outdoors shall be sealed 
and locked while work is in progress. 

Appendix K-IV-N-11. Persons shall 
wash their hands when leaving the 
controlled area. 

Appendix K-IV-N-12. Persons 
working in the controlled area shall be 
trained in emergency procedures. 

Appendix K-IV-N-13. Equipment and 
materials required for the management 
of accidents involving viable organisms 
containing recombinant DNA molecules 
shall be available in the controlled area. 

Appendix K-IV-N-14. The controlled 
area shall be decontaminated in 
accordance with established procedures 
following spills or other accidental 
release of viable organisms containing 
recombinant DNA molecules. 


Appendix L—Release Into the 
Environment of Certain Plants 


Appendix L-1. General Information. 
Appendix L specifies conditions under 
which certain plants as specified below, 
may be approved for release into the 
environment. Experiments in this 
category cannot be initiated without 
submission of relevant information on 
the proposed experiment to NIH, review 
by the RAC Plant Working Group, and 
specific approval by NIH. Such 
experiments also require the approval of 
the IBC before initiation. Information on 
specific experiments which have been 
approved will be available in ORDA 
and will be listed in Appendix L-III 
when the Guidelines are republished. 


Experiments which do not meet the 
specifications of Appendix L-II fall 
under Section III-A and require RAC 
review and NIH and IBC approval 
before initiation. 

Appendix L-II. Criteria Allowing 
Review by the RAC Plant Working 
Group Without the Requirement for Full 
RAC Review. Approval may be granted 
by ORDA in consultation with the Plant 
Working Group without the requirement 
for full RAC review (IBC review is also 
necessary) for growing plants containing 
recombinant DNA in the field under the 
following conditions: 

Appendix L-II-A. The plant species is 
a cultivated crop of a genus that has no 
species known to be a noxious weed. 

Appendix L-II-B. The introduced 
DNA consists of well-characterized 
genes containing no sequences harmful 
to humans, animals, or plants. 

Appendix L-II-C. The vector consists 
of DNA: (i) From exempt host-vector 
systems (Appendix C); (ii) from plants of 
the same or closely related species; (iii) 
from nonpathogenic prokaryotes or 
nonpathogenic lower eukaryotic plants; 
(iv) from plant pathogens only if 
sequences resulting in production of 
disease symptoms have been deleted; or 
(v) chimeric vectors constructed from 
sequences defined in (i) to (iv) above. 
The DNA may be introduced by any 
suitable method. If sequences resulting 
in production of disease symptoms are 
retained for purposes of introduciang the 
DNA into the plant, greenhouse-grown 
plants must be shown to be free of such 
sequences before such plants, 
derivatives, or seed from them can be 
used in field tests. 

Appendix L-II-D. Plants are grown in 
controlled access fields under specified 
conditions appropriate for the plant 
under study and the geographical 
location. Such conditions should include 
provisions for using good cultural and 
pest control practices, for physical 
isolation from plants of the same species 
outside of the experimental plot in 
accordance with pollination 
characteristics of the species, and for 
further preventing plants containing 
recombinant DNA from becoming 
established in the environment. Review 
by the IBC should include an appraisal 
by scientists knowledgeable of the crop, 


its production practices, and the local 
geographical conditions. Procedures for 
assessing alterations in and the spread 
of organisms containing recombinant 
DNA must be developed. The results of 
the outlined tests must be submitted for 
review by the IBC. Copies must also be 
submitted to the Plant Working Group of 
the RAC. 

Appendix L-Ill. Specific Approvals. 
As of publication of the revised 
Guidelines, no specific proposals have 
been approved. An updated list may be 
obtained from the Office of 
Recombinant DNA Activities, Naticnal 
Institutes of Health, Building 31, Room 
3B10, Bethesda, Maryland 20205. 


Dated: November 15, 1984. 


James B. Wyngaarden, M.D., 
Director, National Institutes of Health. 


OMB’s “Mandatory Information 
Requirements for Federal Assistance 
Program Announcements” (45 FR 39592) 
requires a statement concerning the 
official government programs contained 
in the Catalog of Federal Domestic 
Assistance. Normally NIH lists in its 
announcements the number and title of 
affected individual programs for the 
guidance of the public. Because the 
guidance in this notice covers not only 
virtually every NIH program but also 
essentially every federal research 
program in which DNA recombinant 
molecule techniques could be used, it 
has been determined to be not cost 
effective or in the public interest to 
attempt to list these programs. Such a 
list would likely require several 
additional pages. In addition, NIH could 
not be certain that every federal 
program would be included as many 
federal agencies, as well as private 
organizations, both national and 
international, have elected to follow the 
NIH Guidelines. In lieu of the individual 
program listing, NIH invites readers to 
direct questions to the information 
address above about whether individual 
programs listed in the Catalog of 
Federal Domestic Assistance are 
affected. 

[FR Doc. 84-30066 Filed 11-21-84; 8:45 am] 
BILLING CODE 4140-01-M 








Friday 
November 23, 1984 


Part Vil 


Environmental 
Protection Agency 


Proposed Guidelines for Carcinogen Risk 
Assessment; Request for Comments 





ENVIRONMENTAL PROTECTION 
AGENCY 


[FRL-2706-4] 


Proposed Guidelines for Carcinogen 
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AGENCY: Environmental Protection 
Agency (EPA). 

ACTION: Proposed Guidelines for 
Carcinogen Risk Assessment and 
Request for Comments. 


summary: The U.S. Environmental 
Protection Agency is proposing 
Guidelines for Carcinogen Risk 
Assessment (Guidelines). These 
Guidelines are proposed for use within 
the policy and procedural framework 
provided by the various statutes that 
EPA administers to guide Agency 
analysis of carcinogenicity data. We 
solicit public comment and will take 
public comment into account in revising 
these Guidelines. These Guidelines will 
be reviewed by the Science Advisory 
Board in meetings now tentatively 
scheduled for April 1985. 

These proposed Guidelines were 
developed as part of a broad guidelines 
development program under the 
auspices of the Office of Health and 
Environmental Assessment (OHEA), 
located in the Agency's Office of 
Research and Development. Consonant 
with the role of OHEA's Carcinogen 
Assessment Group (CAG) as the 
Agency’s senior health committee for 
carcinogenicity assessment, the 
Guidelines were developed by an 
Agency-wide working group chaired by 
the Chairman of CAG. 

DATE: Comments must be postmarked 
by January 22, 1985. 

ADDRESS: Comments may be mailed or 
delivered to: Dr. Robert McGaughy, 
Carcinogen Assessment Group (RD- 
689), Office of Health and 
Environmental Assessment, U.S. 
Environmental Protection Agency, 401 M 
Street SW., Washington, D.C. 20460. 
FOR FURTHER INFORMATION CONTACT: 
Dr. Robert McGaughy, Telephone: 202- 
382-5952. 

SUPPLEMENTARY INFORMATION: This is 
the first proposed revision of the 1976 
Interim Procedures and Guidelines for 
the Health Risk Assessment of 
Suspected Carcinogens (Federal 
Register 41:21402-21405, 1976). This 
revision incorporates concepts and 
approaches to carcinogen assessment 
that have been developed during the last 
eight years. These proposed revised 
Guidelines describe salient principles 
for evaluating the nature and magnitude 
of the cancer hazard from suspect 
carcinogens and general framework to 


be followed in developing analyses of 
carcinogenic risk. 

These Guidelines were sent to 38 
scientists in the field of carcinogenesis 
from universities, environmental ps, 
industry, labor, and government 
agencies. We have decided to delay 
incorporating suggestions from the 26 
reviewers who submitted comments into 
the Guidelines published here until 
comments submitted during this public 
comment period are received. 

References and supporting documents 
used in the preparation of these 
Guidelines as well as comments 
received are available for inspection 
and copying at the Public Information 
Reference Unit (202-382-5926), EPA 
Headquarters Library, 401 M Street SW., 
Washington, DC, between the hours of 
8:00 and 4:30 p.m. 


Dated: November 9, 1984. 
William D. Ruckelshaus, 
Administrator. 
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I. Introduction 


This is the first revision of the 1976 
Interim Procedures and Guidelines for 
Health Risk Assessments of Suspected 
Carcinogens (U.S. EPA, 1976; Albert et 
al., 1977). The impetus for this revision is 
the need to incorporate into these 
Guidelines the concepts and approaches 
to carcinogen risk assessment that have 
been developed during the last eight 
years. The purpose of these Guidelines 
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is to promote quality and consistency of 
carcinogen risk assessments within the 
EPA and to inform those outside the 
EPA about its approach to carcinogen 
risk assessment. These Guidelines 
emphasize the broad but essential 
aspects of risk assessment that are 
needed by the experts in the various 
disciplines required (e.g., toxicology, 
pathology, pharmacology, and statistics) 
for carcinogen assessment. Guidance is 
given in general terms since the science 
of carcinogenesis is in a state of rapid 
advancement, and overly specific 
approaches: may rapidly become 
obsolete. 

These Guidelines describe the general 
framework to be followed in developing 
an analysis of carcinogenic risk and 
some salient principles to be used in 
evaluating the quality of data and in 
formulating judgments concerning the 
nature and magnitude of the cancer 
hazard from suspect carcinogens. 

A summary of the current state of 
knowledge in the field of carcinogenesis 
and a statement of broad scientific 
principles of carcinogen risk 
assessment, which was developed by 
the Office of Science and Technology 
Policy (OSTP, 1984), forms an important 
basis for these Guidelines; the format of 
these Guidelines is similar to that 
proposed by the National Research 
Council (NRC) of the National Academy 
of Sciences in a report entitled “Risk 
Assessment in the Federal Government” 
(NRC, 1983). 

These Guidelines are to be used 
within the policy framework already 
provided by applicable EPA statutes 
and do not alter such policies. These 
Guidelines provide general directions 
for analyzing and organizing available 
data. They do not imply that one kind of 
data or another is a prerequisite for 
regulatory action to control, prohibit, or 
allow the use of a carcinogen. The 
analysis of carcinogenic risks will be 
carried out independently from 
considerations of the socioeconomic 
consequences of regulatory action. 

Regulatory decisionmaking involves 
two components: Risk assessment and 
risk management. Risk assessment 
defines the adverse health consequences 
of exposure to toxic agents; risk 
management combines the risk 
assessment with the directives of the 
enabling regulatory legislation, together 
with socioeconomic, technical, political, 
and other considerations, to reach a 
decision as to whether or how much to 
control future exposure to the suspected 
toxic agents. 

Risk assessment includes one or more 
of the following components: hazard 
identification, dose-response 
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assessment, exposure assessment, and 
risk characterization (NRC, 1983). 

Hazard identification is a qualitative 
risk assessment, dealing with the 
process of determining whether 
exposure to an agent has the potential to 
increase the incidence of cancer. For 
purposes of these Guidelines, malignant 
and benign tumors are used in the 
evaluation of the carcinogenic hazard. 
The hazard identification component 
qualitatively answers the question of 
how likely an agent is to be a human 
carcinogen. 

Traditionally, quantitative risk 
assessment has been used as an 
inclusive term to describe all or parts of 
dose-response assessment, exposure 
assessment, and risk characterization. 
Quantitative risk assessment can be a 
useful general term in some 
circumstances, but the more explicit 
terminology is usually preferred. The 
dose-response assessment defines the 
relationship between the dose of an 
agent and the probability of induction of 
a carcinogenic effect. This component 
usually entails an extrapolation from the 
generally high doses administered to 
experimental animals or exposures 
noted in epidemiologic studies to the 
exposure levels expected from human 
contact with the agent in the 
environment; it also includes 
considerations of the validity of these 
extrapolations. 

The exposure assessment identifies 
populations exposed to the agent, 
describes their composition and size, 
and presents the types, magnitudes, 
frequencies, and durations of exposure 
to the agent. 

In risk characterization, the outputs of 
the exposure assessment and the dose- 
response assessment are combined to 
estimate quantitatively some measure of 
the carcinogenic risk. As part of risk 
characterization, a summary of the 
strengths and weaknesses in the hazard 
identification, dose-response 
assessment, exposure assessment, and 
the public health risk estimates are 
presented. Major assumptions, scientific 
judgments, and, to the extent possible, 
estimates of the uncertainties embodied 
in the assessment are also presented, 
distinguishing clearly between fact, 
assumption, and science policy. 


Il. Hazard Identification (Qualitative 
Risk Assessment) 


A. Overview 


The qualitative assessment or hazard 
identification part of risk assessment 
contains a review of the relevant 
biological land chemical information 
bearing on whether or not an agent may 
pose a carcinogenic hazard. Since 


chemical agents seldom occur in a pure 
state and are often transformed in the 
body, the review should include 
information on contaminants, 


degradation products, and metabolites. 


Studies are evaluated according to 
sound biological and statistical 
considerations and procedures. These 
have been described in several 
publications (Interagency Regulatory 
Liaison Group, 1979; OSTP, 1984; Peto et 
al., 1980; Mantel, 1980; Mantel and 
Haenszel, 1959; Interdisciplinary Panel 
on Carcinogenicity, 1984; National 
Center for Toxicological Research, 1981; 
National Toxicology Program, 1984; U.S. 
EPA, 1983a; 1983b; 1983c). Results and 
conclusions concerning the agent, 
derived from different types of 
information, whether indicating positive 
or negative responses, are melded 
together into a weight-of-evidence 
determination. The strength of the 
evidence supporting a potential human 
carcinogenicity judgment is developed 
in a weight-of-evidence stratification 
scheme. 


B. Elements of Hazard Identification 


1. Physical-Chemical Properties and 
Routes and Patterns of Exposure 


Parameters relevant to carcinogenesis, 
including physical state, physical- 
chemical properties, and exposure 
pathways in the environment should be 
described. 


2. Structure-Activity Relationships 


This section should summarize 
relevant structure-activity correlations 
that support the prediction of potential 
carcinogenicity. 


3. Metabolic and Pharmacokinetic 
Properties 


This section should summarize 
relevant metabolic information. 
Information such as whether the agent is 
direct-acting or requires conversion to a 
reactive carcinogenic (e.g., an 
electrophilic) species, metabolic 
pathways for such conversions, 
macromolecular interactions, and 
transport in, fate in, and excretion from 
the body as well as species differences 
in metabolism should be discussed. 


4. Toxicologic Effects 


Toxicologic effects other than 
carcinogenicity (e.g., suppression of the 
immune system, endocrine disturbances, 
organ damage), which are relevant to 
the evaluation of carcinogenicity, should 
be summarized. Prechronic and chronic 
toxicity evaluations, as well as other 
test results, may yield information on 
target organ effects, pathophysiological 
reactions, and preneoplastic lesions that 
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bear on the evaluation of 
carcinogenicity. Dose-response and 
time-to-response analyses of these 
reactions may also be helpful. 


5. Short-Term Tests 


Tests for point mutations, numerical 
and structural chromosome aberrations, 
DNA damage/repair, and in vitro 
transformation provide supportive 
evidence of carcinogenicity and may 
give information on potential 
carcinogenic mechanisms. A range of 
tests from each of the above end points 
helps to characterize an agent's 
response spectrum. 

Short-term in vivo and in vitro tests 
that can give indication of initiation and 
promotion activity may also provide 
supportive evidence for carcinogenicity. 


6. Long-Term Animal Studies 


Criteria for the technical adequacy of 
animal carcinogenicity studies have 
been published (e.g., U.S. Food and Drug 
Administration, 1982; Interagency 
Regulatory Liaison Group, 1979; 
National Toxicology Program, 1984; 
OSTP, 1984; U.S. EPA, 1983a; 1983b; 
1983c; Feron et al., 1980; Mantel, 1980) 
and should be used to judge the 
acceptability of individual studies. 

The strength of the evidence that an 
agent is carcinogenic increases with the 
increase in number of tissue sites 
affected by the agent; the increase in 
number of animal species, strains, and 
sexes showing a carcinogenic response; 
the occurrence of clear-cut dose- 
response relationships as well as a high 
level of statistical significance of the 
increased tumor incidence is treated 
with respect to control groups; the dose- 
related shortening of the time-to-tumor 
occurrence or time to death with tumor, 
and a dose-related increase in the 
proportion of tumors that are malignant. 

Long-term animal studies at or near 
the maximum tolerated dose level 
(MTD) are used to ensure an adequate 
power for the detection of carcinogenic 
activity. Negative long-term animal 
studies at exposure levels above the 
MTD or partial lifetime exposures at the 
MTD may not be acceptable because of 
toxicity, or if animal survival is so 
impaired that the sensitivity of the study 
is significantly reduced below that of a 
conventional chronic animal study at 
the MTD. Positive studies at levels 
above the MTD should be carefully 
reviewed to ensure that the responses 
are not due to factors which do not 
operate at exposure levels below the 
MTD. Evidence indicating that high-dose 
testing produces tumor responses by 
indirect mechanisms that may be 





unrelated to effects at lower does should 
be dealt with on an individual basis. 

The mechanism of the carcinogenic 
responses under conditions of the 
experiment should be reviewed 
carefully as it relates to the relevance of 
the evidence to human carcinogenic 
risks (e.g,, the occurrence of bladder 
tumors in the presence of bladder stones 
and injection site sarcomas). 
Interpretation of animal studies is aided 
by the review of target organ toxicity 
and other effects (e.g., changes in the 
immune and endocrine systems) that 
may be noted in prechronic or other 
toxicological studies. Time and dose- 
related changes in the incidence of 
preneoplastic lesions may also be 
helpful in interpreting animal studies. 

Historical control data are often 
valuable and could be used along with 
concurrent control data in the 
evaluation of carcinogenic responses. 
For the evaluation of rare tumors, even 
small tumor responses may be 
significant compared to historical data. 
In the case of tumors with relatively 
high spontaneous rates, a response that 
is significant with respect to the 
experimental control group becomes 
questionable if the historical control 
data indicate that the experimental 
control group had an unusually low 
background incidence. 

Agents that are positive in long-term 
animal experiments and also show 
evidence of promoting or cocarcingenic 
activity in specialized tests should be 
considered as complete carcinogens 
unless there is evidence to the contrary. 
Agents that show positive results in 
special tests for initiation, promotion, or 
cocarcingenicity and no indication of 
tumor response in well-conducted and 
well-designed long-term animal studies 
should be dealt with on an individual 
basis. 

There are widely diverging scientific 
views (OSTP, 1984; Ward et al. 1979a; 
1979b; Tomatis, 1977; Nutrition 
Foundation, 1983) about the validity of 
mouse liver tumors when such tumors 
occur in strains with high spontaneous 
background incidence and when they 
constitute the only tumor response to an 
agent. These Guidelines take the 
position that the mouse-liver-only tumor 
response, when other conditions for a 
classification of “sufficient” evidence in 
animal studies are met, should be 
considered as “sufficient” evidence of 
carcinogenicity with the understanding 
that this classification could be changed 
to “limited” if warranted when a 
number of factors such as the following 
are observed: The occurrence of tumors 
only in the highest dose group and/or 
only at the end of the study; no 
substantial dose-related increase in the 


proportion of tumors that are malignant; 
the occurrence of tumors that are 
predominately benign, showing no 
evidence of metastases or invasion; no 
dose-related shortening of the time to 
the appearance of tumors; negative or 
inconclusive results from a spectrum of 
short-term tests for mutagenic activity; 
the occurrence of excess tumors only in 
a single sex. 

Positive carcinogenic responses in one 
species/strain/sex are not generally 
negated by negative results in other 
species/strain/sex. Replicate negative 
studies that are essentially identical in 
all other respects to a positive study 
may indicate that the positive results 
are spurious. 

Evidence for carcinogenic action 
should be based on the observation of 
statistically significant tumor responses 
in specific organs or tissues. 
Appropriate statistical analysis should 
be performed on data from long-term 
studies to help determine whether the 
effects are treatment-related or possibly 
due to chance. These should at least 
include a statistical test for trend, 
including appropriate correction for 
differences in survival. The weight to be 
given to the level of statistical 
significance (the p-value) and to other 
available pieces of information is a 
matter of overall scientific judgment. A 
statistically significant excess of tumors 
of all types in the aggregate, in the 
absence of a statistically significant 
increase of any individual tumor type 
should be regarded as minimal evidence 
of carcinogenic action unless there are 
persuasive reasons to the contrary. 


7. Human Studies 


Epidemiologic studies provide unique 
information about the response of 
humans who have been exposed to 
suspect carcinogens. Descriptive 
epidemiologic studies are useful in 
generating hypotheses and providing 
supporting data, but can rarely be used 
to make a causal inference. Analytical 
epidemiologic studies of the case-control 
or cohort variety, on the other hand, are 
especially useful in assessing risks to 
exposed humans. 

Criteria for the adequacy of 
epidemiologic studies are well 
recognized and include factors such as 
the proper selection and 
characterization of exposed and control 
groups, the adequacy of duration and 
quality of follow-up, the proper 
identification and characterization of 
confounding factors and bias, the 
appropriate consideration of latency 


_ effects, and the valid ascertainment of 


the causes of morbidity and death. 
The strength of the epidemiologica 
evidence for carcinogenicity depends on 
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the magnitude, specificity, and 
statistical significance of the response 
and increases rapidly with the number 
of adequate studies which show the 
same results on populations exposed to 
the same agent under different 
conditions. 

It should be recognized that 
epidemiologic studies are inherently 
capable of detecting only comparatively 
large increases in the relative risk of 
cancer. Negative results from such 
studies cannot prove the absence of 
carcinogenic action; however, negative 
results from a well-designed and 
conducted epidemiologic study that 
contains usable exposure data can serve 
to define upper limits of risk which are 
useful if animal evidence indicates that 
the agent is potentially carcinogenic. 


C. Weight of Evidence 


Evidence of possible carcinogenicity 
in humans comes primarily from two 
sources: Long-term animal tests and 
epidemiologic investigations. Results 
from these studies are supplemented 
with information from short-term tests, 
pharmacokinetic studies, comparative 
metabolism studies, structure-activity 
relationships, and other relevant 
toxicologic studies. The question of how 
likely an agent is to be a human 
carcinogen should be answered in the 
framework of a weight-of-evidence 
judgment. Judgments about the weight of 
evidence involve considerations of the 
quality and adequacy of the data and 
the kinds of responses induced by a 
suspect carcinogen. There are three 
major steps to characterizing the weight 
of evidence for carcinogenicity: (1) 
Characterization of the evidence from 
human studies and from animal studies 
individually, (2) combination of the 
characterizations of these two types of 
data into a final indication of the overall 
weight of evidence for human 
carcinogenicity, and (3) evaluation of all 
supportive information to determine if 
the overall weight of evidence should be 
modified. 

A system for stratifying the weight of 
evidence is recommended, and EPA has 
developed a scheme (see the Appendix). 
The EPA scheme is modeled after the 
classification system developed by the 
International Agency for Research on 
Cancer (IARC, 1982). In the IARC ~- 
classification method, the evidence that 
an agent produces cancer in humans is 
divided into three categories: Sufficient, 
limited, and inadequate. A similar 
characterization of evidence is provided 
for animal data. 

The EPA classification system is, in 
general, an adaptation of the IARC 
approach for classifying the weight of 
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evidence for human data and animal 
data. The EPA classification system for 
the characterization of the overall 
weight of evidence for carcinogenicity 
(animal, human, and other supportive 
data) includes: Group A—Carcinogenic 
to Humans; Group B—Probably 
Carcinogenic to Humans; C—Possibly 
Carcinogenic to Humans; Group D—Not 
Classifiable as to Human 
Carcinogenicity; and Group E—No 
Evidence of Carcinogenicity for 
Humans. 

In addition, the following 
modifications of the IARC approach 
have been made for classifying human 
and animal studies. For human studies: 
(1) The observation of a statistically 
significant association between an agent 
and life-threatening benign tumors in 
humans is included in the evaluation of 
risks to humans. (2) A “no evidence” 
category is added. This category 
indicates that no association was found 
between exposure and increased risk of 
cancer in well-conducted, well-designed, 
independent analytical epidemiologic 
studies. For animal studies: (1) An 
increased incidence of combined benign 
and malignant tumors will be 
considered to provide sufficient 
evidence of carcinogenicity if the other 
criteria defining the “sufficient” 
category of evidence are met. Benign 
and malignant tumors will be combined 
uniess the benign tumors are not 
considered to have the potential to 
progress to the associated malignancies 
of the same morphologic type. (2) An 
increased incidence of benign tumors 
alone as “limited” evidence of 
carcinogenicity is added. (3) Under 
specific circumstances, such as the 
production of neoplasms that occur with 
high spontaneous background incidence, 
the evidence may be decreased to 
“limited” if warranted (e.g., there are 
widely diverging scientific views 
regarding the validity of the mouse liver 
tumors as an indicator of potential 
human carcinogenicity when this is the 
only response observed, even in 
replicated experiments, in the absence 
of other short-term evidence). (4) A “no 
evidence” category is also added. This 
operational category would include 
substances for which there is no 
increased incidence of neoplasms in at 
least two well-designed and well- 
conducted animal studies of adequate 
power and dose in different species. 


D. Guidance For Quantitative 
Assessment 


The qualitative evidence for 
carcinogenesis should be discussed for 
surposes of guiding the dose-response 
:ssessment. The guidance should be 
-:ven in terms of the appropriateness 


and limitation of specific studies as well 
as pharmacokinetic considerations that 
should be factored into the dose- 
response assessment. The appropriate 
method of extrapolation should be 
factored in when the experimental route 
of exposure differs from that occurring 
in humans. 

Agents that are judged to be in the 
EPA weight-of-evidence stratification 
Groups A and B would be regarded as 
suitable for quantitative risk 
assessments. The appropriateness of 
quantifying the risks from agents in 
Group C, specifically those agents that 
are at the boundary of Groups C and D, 
would be judged on a case-by-case 
basis. Agents that are judged to be in 
Groups D and E would generally not 
have quantitative risk assessments. 


E. Summary and Conclusion 


The summary should present all of the 
key findings in all of the sections of the 
qualitative assessment and the 
interpretive rationale that forms the 
basis for the conclusion. Uncertainties 
in the evidence as well as factors that 
may affect the relevance of the chronic 
animal study to humans should be 
discussed. The conclusion should 
present both the weight-of-evidence 
rankng and a description that brings out 
the more subtle aspects of the evidence 
that may not be evident from the 
ranking alone. 


Ill. Dose-Response Assessment, 
Exposure Assessment, and Risk 
Characterization 


After data concerning the 
carcinogenic properties of a substance 
have been collected, evaluated, and 
categorized, it is frequently desirable to 
estimate the likely range of excess 
cancer risk associated with given levels 
and conditions of human exposure. The 
first step of the analysis needed to make 
such estimations is the development of 
the likely relationship between dose and 
response (cancer incidence) in the 
region of human exposure. This 
information on dose-response 
relationships is coupled with 
information on the nature and 
magnitude of human exposure to yield 
an estimate of human risk. The risk- 
characterization step also includes an 
interpretation of these estimates in light 
of the biological, statistical, and 
exposure assumptions and 
uncertainities that have arisen 
throughout the process of assessing risk. 

The elements of dose-response 
assessment are described in section 
Il.A. Guidance on human exposure 
assessment is provided in another EPA 
document (U.S. EPA, 1984); however, 
section III.B. of these Guidelines 


inchades a brief description of the 
specific type of exposure information 
that is necessary for use in carcinogenic 
risk assessment. Finally, in section ILC. 
there is a description of the type of 
information and its interpretation 
necessary for accurately characterizing 
risk and the degree to which it can be 
known. 

It should be emphasized that 
calculation of quantitative estimates of 
cancer risk does not require that an 
agent be a human carcinogen. The 
likelihood that an agent is a human 
carcinogen is a function of the weight of 
evidence, as this has been described in 
the hazard identification section of these 
Guidelines. It is nevertheless important 
to present quantitative estimates, 
appropriately qualified and interpreted, 
in those circumstances in which there is 
likelihood that the agent is a human 
carcinogen. Appropriately qualified 
quantitative estimates of risk, together 
with estimates of their uncertainty, are 
useful in cost-benefit analyses, in setting 
regulatory priorities, and for evaluating 
residual risks associated with the 
application of regulatory controls. 

It should be emphasized in every 
quantitative risk estimation that the 
results are uncertain. The uncertainties 
due to experimental and epidemiologic 
variability as well as uncertainty in the 
exposure assessment can be important. 
There are major uncertainties in 
extrapolating both from animals to 
humans and from high to low doses. 
There are important species differnces 
in uptake, metabolism, and organ 
distribution of carcinogens, as well as 
species and strain differences in target 
site susceptibilty. Human populations 
are variable with respect to genetic 
constitution, diet, occupational and 
home environment, activity patterns, 
and other cultural factors. Risk 
estimates should be presented together 
with the associated hazard assessment 
(section III.C.3.) to ensure that there is 
an appreciation of the weight of 
evidence for carcinogenicity that 
underlies the quantitative risk estimates. 


A. Dose-Response Assessment 
1. Selection of Data 


As indicated in section ILD. guidance 
needs to be given by the individuals 
doing the qualitative assessment 
(toxicologists, pathologists, 
pharmacolvgists, etc.) to the statisticans 
doing the quantitative assessment as to 
the appropriate data to be used in the 
dose-response assessment. This is 
determined by the quality of the data, its 
relevance to human modes of exposure, 
and other technical details. 





If available, estimates based upon 
human epidemiologic data are preferred. 
If adequate exposure data exist in a well- 
designed and conducted negative 
epidemiologic study, an upper-bound 
estimate of risk should be used in 
preference to higher risks estimated 
from animal data. In the absence of 
human data, data from a species that 
responds most like humans should be 
used, if information to this effect exists. 
Where, for a given agent, several 
studies are available which may involve 
different animal species, strains, and 
sexes, at several doses and by different 
routes of exposure, the following 
approach to selecting the data sets is 
used. The tumor incidence data are 
separated according to organ site and 
tumor type. All biologically and 
statistically acceptable data sets are 
presented. The range of the risk 
estimates is identified with due regard 
to biological relevance (particularly in 
the case of animal studies) and 
appropriateness of route of exposure. 
Because it is possible that human 
sensitivity is as high as the most 
sensitive responding animal species, in 
the absence of evidence to the 
contrary, the biologically acceptable 
data set from long-term animal studies 
showing the greatest sensitivity should 
generally be given the greatest 
emphasis, again with due regard to 
biological and statistical considerations. 

When the exposure route in the 
species from which the dose-response 
information is obtained differs from the 
route occurring in environmental 
exposures, uncertainties about the dose 
delivered to the target organs from 
different exposure media should be 
explicitly considered, and the 
assumptions should be carefully stated. 

Where two or more significantly 
elevated tumor sites or types are 
observed in the same study, 
extrapolations may be conducted on 
selected sites or types. These selections 
will be made on biological grounds. To 
obtain a total estimate of carcinogenic 
risk, animals with one or more tumor 
sites or types showing significantly 
elevated tumor incidence should be 
pooled and used for extrapolation; if the 
tumor sites or types are occurring 
idependently, this procedure is the same 
as summing the risks from the several 
kinds of statistically significant tumors. 
The pooled estimates will generally be 
used in preference to risk estimates 
based on single sites or types. 

Benign tumors should generally be 
combined with malignant tumors for risk 
estimates unless the benign tumors are 
not considered to have the potential to 
progress to the associated malignancies 


of the same morphologic type. However, 
the contribution of the benign tumors to 
the total risk should be indicated. 


2. Choice of Mathematical Extrapolation 
Model 


Since risks at low exposure levels 
cannot be measured directly either by 
animal experiments or by epidemiologic 
studies, a number of mathematical 
models have been developed to 
extrapolate from high to low dose. 
However, different extrapolation models 
may fit the observed data reasonably 
well but may lead to large differences in 
the projected risk at low doses. 

No single mathematical procedure is 
recognized as the most appropriate for 
low-dose extrapolation in 
carcinogenesis. When relevant 
biological evidence on mechanism of 
action exists, the models or procedures 
employed should be consistent with the 
evidence. However, when data and 
information are limited, as is the usual 
case given the high degree of 
uncertainty associated with the 
selection of a low-dose extrapolation 
model, specific guidance on model 
selection is necessary to provide a 
desirable degree of consistency in risk 
assessments. The choice of low-dose 
extrapolation models should be 
consistent with current understanding of 
the mechanisms of carcinogenesis and 
not solely on goodness of fit to the 
observed tumor data. Although 
mechanisms of the carcinogenesis 
process are largely unknown, at least 
some elements of the process have been 
elucidated, e.g., linearity of tumor 
initiation. In further support of a linear 
model, it has been shown that, if a 
carcinogenic agent acts by accelerating 
the same stages of the carcinogenic 
process that lead to the background 
occurrence of cancer, the added effect of 
the carcinogen at low dose is virtually 
linear. Thus, a model that is linear at 
low dose is plausible. 

The linearized multistage model 
procedure for low-dose extrapolation 
(U.S. EPA, 1980) is therefore 
recommended in most cases unless there 
is evidence on carcinogenesis 
mechanisms or other biological evidence 
that indicates the greater suitability of 
an alternative extrapolation model, or 
there is statistical or biological evidence 
that excludes the use of the linearized 
multistage model. 

It should be emphasized that the 
linearized multistage model leads to a 
plausible upper limit to the risk which is 
consistent with some mechanisms of 
carcinogenesis. However, such an 
estimate does not necessarily give a 
realistic prediction of the risk. In certain 
cases, the linearized multistage model 
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cannot be used successfully with the 
observed data as, for example, when the 
data are nonmonotonic or flatten out at 
high doses. In these cases it may be 
necessary to make adjustments to the 
procedure to achieve low-dose linearity. 

When pharmacokinetic or metabolism 
data are available, or when other 
substantial evidence on the mechanistic 
aspects of the carcinogenesis process 
exists, a different low-dose 
extrapolation model might be 
considered more appropriate on 
biological grounds. When a different 
model is chosen, the risk assessment 
should clearly discuss the nature and 
strength of the evidence that lead to the 
choice. In most cases, considerable 
uncertainty will remain concerning 
response at low doses; therefore, an 
upper-limit risk estimate using the 
linearized multistage model should also 
be presented. 


3. Equivalent Exposure Units Among 
Species 


Low-dose risk estimates derived from 
laboratory animal data extrapolated to 
humans are complicated by a variety of 
factors that differ among species and 
potentially affect the response to 
carcinogens. Included among these 
factors are differences between humans 
and experimental test animals with 
respect to life span, body size, genetic 
variability, population homogeneity, 
existence of concurrent disease, 
pharmacokinetic effects such as 
metabolism and excretion patterns, and 
the exposure regimen. 

The usual approach for making 
interspecies comparisons has been to 
use standardized scaling factors. 
Commonly employed standardized 
dosage scales include mg per kg body 
weight per day, ppm in the diet or water, 
mg per m? body surface area per day, 
and mg per kg body weight per lifetime. 
In the absence of comparative 
toxicological, physiological, metabolic, 
and pharmacokinetic data for a given 
suspect carcinogen, the extrapolation of 
body weight to the 0.67 power is 
considered to be appropriate. 


B. Exposure Assessment 


In order to obtain a quantitative 
estimate of the risk, the results of the 
dose-response assessment must be 
combined with an estimate of the 
exposures to which the populations of 
interest are likely to be subject. While 
the reader is referred to the Proposed 
Guidelines for Exposure Assessment 
(U.S. EPA, 1984) for specific details, it is 
important that the cancer risk assessor 
and the decision-maker have an 
appreciation of the impact of the 
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strengths and weaknesses of exposure 
assessment on the overall! cancer risk 
assessment process. 

At present there is no single approach 
to exposure assessment that is 
appropriate for all cases. On a case-by- 
case basis, appropriate methods are 
selected to match the data on hand and 
the level of sophistication required (e.g., 
preliminary assessment using crude data 
and worst case assumptions versus a 
final assessment using extensive 
monitoring data). The assumptions, 
approximations, and uncertainties need 
to be clearly stated because, in some 
instances, these will have a major effect 
on the risk assessment. 

In general, the magnitude, duration, 
and frequency of exposure provide 
fundamental information for estimating 
the concentration of the carcinogen to 
which the organism is exposed. These 
data are generated from monitoring 
information, modeling results, and/or 
reasoned estimates. An appropriate 
treatment of exposure should consider 
the potential for exposure via ingestion, 
inhalation, and dermal penetration from 
relevant sources of exposures. Where 
feasible, an attempt should be made to 
assess the dose to the target organ, 
either through experimental evidence or 
reasonable assumptions and modeling. 

Special problems arise when the 
human exposure situation of concern 
suggests exposure regimens, e.g., route 
and dosing schedule, which are 
substantially different from those used 
in the relevant animal studies. Unless 
there is evidence to the contrary in a 
particular case, the cumulative dose 
received over a lifetime, expressed as 
average daily exposure prorated over a 
lifetime, is recommended as the 
appropriate measure of exposure to a 
carcinogen. That is, the assumption is 
made that a high dose of a carcinogen 
received over a short period of time is 
equivalent to a coresponding low dose 
spread over a lifetime. This approach 
becomes more problematical as the 
exposures in question become more 
intense but less frequent, especially 
when there is evidence that the agent 
has shown dose-rate effects. 

An attempt should be made to assess 
the level of uncertainty associated with 
the exposure assessment which is to be 
used in a cancer risk assessment. This 
measure of uncertainty should be 
included in the risk characterization 
(section IIL.C.) in order to provide the 
decision-maker with a clear 
understanding of the impact of this 
uncertainty on any final quantitative 
risk estimate. 


C. Risk Characterization 
1. Options for Numerical Risk Estimates 


Depending on the needs of the 
individual program offices, numerical 
estimates can be presented in one or 
more of the following three ways. 

a. Unit Risk—Under an assumption of 
low-dose linearity, the unit cancer risk is 
the excess lifetime risk due to a 
continuous constant lifetime exposure of 
one unit of carcinogen concentration. 
Typical exposure units include ppm or 
ppb in food or water, mg/kg/day by 
ingestion, or ppm or ug/m ® in air. 

b. The Dose Corresponding to a Given 
Level of Risk—This approach can be 
useful, particularly when using 
nonlinear extrapolation models where 
the unit risk would differ at different 
dose levels. 

c. Individual and Population Risks— 
Risk may be characterized either in 
terms of the excess individual lifetime 
risks or the excess number of cancers 
produced per year in the exposed 
population or both. 

Irespective of the options chosen, the 
degree of precision and accuracy in the 
numerical! risk estimates currently do 
not permit more than one significant 
figure to be presented. 


2. Concurrent Exposure 


In characterizing the risk due to 
concurrent exposure to several 
carcinogens, the risks are combined on 
the basis of additivity unless there is 
specific information to the contrary. 
Interactions of cocarcinogens, 
promoters, and inititators with known 
carcinogens should be considered on a 
case-by-case basis. 


3. Summary of Risk Characterization 


Whichever method of presentation is 
chosen, it is critical that the numerical 
estimates not be allowed to stand alone, 
separated from the various assumptions 
and uncertainties upon which they are 
based. The risk characterization should 
contain a discussion and interpretation 
of the numerical estimates that affords 
the risk manager some insight into the 
degree to which the quantitative 
estimates are likely to reflect the true 
magnitude of human risk, which 
generally cannot be known with the 
degree of quantitative accuracy 
reflected in the numerical estimates. The 
final risk estimate will be generally 
rounded to one significant figure and 
will be coupled with the EPA 
classification of the qualitative weight of 
evidence. For example, a lifetime 
individual risk of 2x 10~‘ resulting from 
exposure to a “possible human 
carcinogen” (Group C) should be 
designated as: 


2x10-*{C] 


This bracketed designation of the 
qualitative evidence should be included 
with all numerical risk estimates (i.e.. 
unit risks, which are risks at a specified 
concentration, or concentrations 
corresponding to a given risk). Agency 
statements, such as Federai Register 
notices, briefings, and action 
memoranda, frequently include 
numerical estimates of carcinogenic risk. 
It is recommended that whenever these 
numerical estimates are used, the 
qualitative weight-of-evidence 
classification should also be included. 
IV. Appendix—EPA Classification 
System for Evidence of Carcinogenicity 
From Human Studies and From Animal 
Studies (Adapted From IARC) 


A. Assessment of Evidence for 
Carcinogenicity From Studies in 
Humans 

Evidence of carcinogenicity from 
human studies comes from three main 
sources: 

1. Case reports of individual cancer 
patients who were exposed to the 
agent(s). 

2. Descriptive epidemiologic studies in 
which the incidence of cancer in human 
populations was found to vary in space 
or time with exposure to the agent(s). 

3. Analytical epidemiologic (case- 
control and cohort) studies in which 
individual exposure to the agent(s) was 
found to be associated with an 
increased risk of cancer. 

Three criteria must be met before a 
causal association can be inferred 
between exposure and cancer in 
humans: 

1. There is no identified bias which 
could explain the association. 

2. The possibility of confounding has 
been considered and ruled out as 
explaining the association. 

3. The association is unlikely to be 
due to chance. 

In general, although a single study 
may be indicative of a cause-effect 
relationship, confidence in inferring a 
causal association is increased when 
several independent studies are 
concordant in showing the association, 
when the association is strong, when 
there is a dose-response relationship, or 
when a reduction in exposure is 
followed by a reduction in the incidence 
of cancer. 

The degrees of evidence for 
carcinogenicity* from studies in humans 
are categorized as: 

1. Sufficient evidence of 


“For purpose of public health protection, 
agents associated with life-threatening 
benign tumors in humans are included in the 
evaluation. 





carcinogenicity, which indicates that 
there is a causal relationship between 
the agent and human cancer. 


2. Limited evidence of carcinogenicity, 
which indicates that a causal 
interpretation is credible, but that 
alternative explanations, such as 
chance, bias, or confounding, could not 
adequately be excluded. 

3. Inadequate evidence, which 
indicates that one of two conditions 
prevailed: (a) There were few pertinent 
data, or (b) the available studies, while 
showing evidence of association, did not 
exclude chance, bias, or confounding. 

4. No evidence, which indicates that 
no association was found between 
exposure and an increased risk of 
cancer in well-designed and well- 
conducted independent analytical 
epidemiologic studies. 

5. No data, which indicates that data 
are not available. 


B. Assessment of Evidence for 
Carcinogenicity From Studies in 
Experimental Animats 


These assessments are classified into 
five groups: 

1. Sufficient evidence* of 
carcinogenicity, which indicates that 
there is an increased incidence of 
malignant tumors or combined 
malignant and benign tumors$§: (a) In 
multiple species or strains; or (b) in 
multiple experiments (preferably with 
different routes of administration or 
using different dose levels); or (c) to an 
unusual degree with regard to incidence, 
site or type of tumor, or age at onset. 
Additional evidence may be provided 
by data on dose-response effects, as 
well as information from short-term 
tests or on chemical structure. 

2. Limited evidence of carcinogenicity, 
which means that the data suggest a 
carcinogenic effect but are limited 
because: (a) The studies involve a single 
species, strain, or experiment; or (b) the 
experiments are restricted by 
inadequate dosage levels, inadequate 
duration of exposure to the agent, 
inadequate period of follow-up, poor 


+Under specific circumstances, such as 
the production of neoplasms that occur with 
high spontaneous background incidence, the 
evidence may be decreased to “limited” if 
warranted (e.g., there are widely diverging 
scientific views regarding the validity of the 
mouse liver tumor as an indicator of potential 
human carcinogenicity when this is the only 
response observed, even in replicated 
experiments in the absence of short-term or 
other evidence). 

§Benign and malignant tumors will be 
combined unless the benign tumors are not 
considered to have the potential to progress 
to the associated malignancies of the same 


morphologic type. 


survival, too few animals, or inadequate 
reporting; or (c) an increase in the 
incidence of benign turmors only. 

3. Inadequate evidence, which 
indicates that because of major 
qualitative or quantitative limitations, 
the studies cannot be interpreted as 
showing either the presence or absence 
of a carcinogenic effect. 

4. No evidence, which indicates that 
there is no increased incidence of 
neoplasms in at least two well-designed 
and well-conducted animal studies in 
different species. 

5. No data, which indicates that data 
are not available. 

The categories “sufficient evidence” 
and “limited évidence” refer only to the 
strength of the experimental evidence 
that these agents(s) are carcinogenic 
and not to the power of their 
carcinogenic action. 


C. Categorization of Overall Evidence 
Group A—Human Carcinogen 


This category is used only when there 
is sufficient evidence from 
epidemiologic studies to support a 
causal association between exposure to 
the agent(s) and cancer. 


Group B—Probable Human Carcinogen 


This category includes agents for 
which the evidence of human 
carcinogenicity from epidemiologic 
studies ranges from almost “sufficient” 
to “inadequate.” To reflect this range, 
the category is divided into higher 
(Group B1) and lower (Group B2) 
degrees of evidence. Usually, category 
B1 is reserved for agents for which there 
is at least limited evidence of 
carcinogenicity to humans from 
epidemiologic studies. In the absence of 
adequate data in humans, it is 
reasonable, for practical purposes, to 
regard agents for which there is 
sufficient evidence of carcinogenicity in 
animals as if they presented a 
carcinogenic risk to humans. Therefore, 
agents for which there is inadequate 
evidence from human studies and 
sufficient evidence form animal studies 
would usually result in a classification 
of B2. 

In some cases, the known chemical or 
physical properties of an agent and the 
results from short-term tests allow its 
transfer from Group B2 to B1. 


Group C—Possible Human Carcinogen 


This category is used for agents with 
limited evidence of carcinogenicity in 
animals in the absence of human data. It 
includes a wide variety of evidence: (a) 
Definitive malignant tumor response in a 
single well-conducted experiment, (b) 
marginal tumor response in studies 
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having inadequate design or reporting, 
(c) benign but not malignant tumors with 
an agent showing no response in a 
variety of short-term tests for 
mutagenicity, and (d) marginal 
responses in a tissue known to have a 
high and variable background rate. 

In some cases, the known physical or 
cehmical properties of an agent and 
results from short-term tests allow a 
transfer from Group C to B2 or from 
Group D to C. 


Group D—Not Classified 


This category is used for agent(s) with 
inadequate animal evidence of 
carcinogenicity. 


Group E—No Evidence of 
Carcinogenicity for Humans 


This category is used for agent(s) that 


show no evidence for carcinogenicity in 


at least two adequate animal tests in 
different species or in both 
epidemiologic and animal studies. 
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ENVIRONMENTAL PROTECTION 
AGENCY 
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Proposed Guidelines for Exposure 
Assessment 


AGENCY: Environmental Protection 
Agency (EPA). 

ACTION: Proposed Guidelines for 
Exposure Assessment and Request for 
Comments. 


suMMARY: The U.S. Environmental 
Protection Agency is proposing 
Guidelines for Exposure Assessment 
(Guidelines). These Guidelines are 
proposed for use within the policy and 
procedural framework provided by the 
various statutes which EPA administers 
to guide Agency analysis of exposure 
data. We solicit public comment and 
will take public comment into account in 
revising these Guidelines. These 
Guidelines will be reviewed by the 
Science Advisory Board in meetings 
now tentatively scheduled for April 
1985. 

These proposed Guidelines were 
developed as part of a broad guidelines 
development program under the 
auspices of the Office of Health and 
Environmental Assessment (OHEA), 
located in the Agency's Office of 
Research and Development. Consonant 
with the role of OHEA’s Exposure 
Assessment Group (EAG) as the 
Agency’s senior health committee for 
exposure assessment, the Guidelines 
were developed by an Agency-wide 
working group chaired by the Director of 
EAG. 


DATE: Comments must be postmarked 
by January 22, 1985. 

ADDRESSES: Comments may be mailed 
or delivered to: Dr. James W. Falco, 
Exposure Assessment Group (RD-689), 
Office of Health and Environmental 
Assessment, U.S. Environmental 
Protection Agency, 401 M Street S.W., 
Washington, DC 20460. 

FOR FURTHER INFORMATION CONTACT: 
Dr. James W. Falco, Telephone: 202-475- 
8909. 


SUPPLEMENTARY INFORMATION: 
Preliminary drafts of these Guidelines 
were sent out for review to 15 scientists 
and engineers in the field of exposure 
assessment within government, 
universities in the United States and 
abroad, and the private sector. 
Comments received from these reviews, 
generally favorable, were taken into 
account in developing the Guidelines 
proposed here. 

In addition, as a result of the reviews, 
four areas requiring further research 
were identified as follows: 


(1) Development of Mathematical 
Model Selection Criteria. 

A large number of mathematical 
models are used to estimate a wide 
variety of parameters needed for 
estimating exposures. Guidance in the 
form of selection criteria are needed to 
ensure that the most appropriate 
mathematical model is used for each 
exposure parameter estimate. 

(2) Development of Guidance for 
Analysis of Metabolism Data. 

Guidance is needed to provide 
appropriate consideration of metabolism 
data in the calculation of whole body 
dose and in the extrapolation of whole 
organism dose from one species to 
another. 

(3) Definition of the Relationship 
Between Exposure Assessment and 
Epidemiology. 

Guidance is needed to ensure that 
pertinent parameters of exposure are 
measured in prospective epidemiologic 
studies. Methods providing the best 
estimates of exposure for retrospective 
and historical epidemiologic studies 
must be defined. 

(4) Development of Methods to Relate 
Exposures Measured by Personal 
Monitoring to Source Contributions. 

Guidance is needed to establish 
methods to relate exposures as 
measured by personal monitoring to 
controllable sources and to discriminate 
among possible sources and between 
background and anthropogenic sources.. 
It is the Agency’s intent to revise the 
Guidelines periodically to incorporate 
the results obtained in the four research 
areas defined above as they become 
available. 

In addition to the publication of the 
Guidelines, the Agency also will provide 
technical support documents that 
contain detailed technical information 
needed to implement the Guidelines. 
Two of these technical reports entitled 
“Development of Statistical Distribution 
or Ranges of Standard Factors Used in 
Exposure Assessments” and 
“Methodology for Characterization of 
Uncertainty in Exposure Assessments” 
are currently available. Technical 
reports for the four new guideline areas 
described above will be available at the 
time of publication of the corresponding 
guideline section. These technical 
support documents will be revised 
periodically to reflect improvements in 
exposure assessment methods and new 
information or experience. 

Support documents used in the 
preparation of these Guidelines as well 
as comments received are available for 
inspection and copying at the Public 
Information Reference Unit (202-382- 
5926), EPA Headquarters Library, 401 M 
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Street S.W., Washington, DC, between 
the hours of 8:00 a.m. and 4:30 p.m. 


Dated: November 9, 1984. 
William D. Ruckelshaus, 
Administrator. 
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I. Introduction 


These Guidelines provide the Agency 
with a general approach and framework 
for carrying out human or nonhuman 
exposure assessments for specified 
pollutants. The Guidelines have been 
developed to assist future assessment 
activities and encourage improvement in 
those EPA programs that require, or 
could benefit from the use of exposure 
assessments. The Guidelines are 
procedural. They should be followed to 
the extent possible in instances where 
exposure assessment is a required 
element in the regulatory process or 
where exposure assessments are carried 
out on a discretionary basis by EPA 
management to support regulatory or 
programmatic decisions. 

This document, by laying out a set of 
questions to be considered in carrying 
out an exposure assessment, should help 
avoid inadvertent mistakes of omission. 
EPA recognizes that gaps in data will be 
common, but the Guidelines will 
nevertheless serve to assist in 
organizing the data that are available, 
including any new data developed as 
part of the exposure assessment. It is 
understood that exposure assessments 
may be performed at many different 
levels of detail depending on the scope 
of the assessment. 

These Guidelines should also promote 
consistency among various exposure 
assessment activities that are carried 
out by the Agency. Consistency with 
respect to common physical, chemical, 
and biological parameters, with respect 
to assumptions about typical exposure 
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situations, and: with respect to the 
characterization of uncertainty of 
estimates, will enhance the 
comparability of-results and enable the 
Agency to improve the state-of-the-art of 
exposure assessment over time through 
the sharing of common data: and 
experiences: 

It is recognized:that the main 
objective of an exposure assessment is 
to provide reliable data and/or 
estimates for a risk assessment. Since a 
risk assessment requires the coupling of 
exposure information and toxicity or 
effects information, the exposure 
assessment process should be 
coordinated with the toxicity/effects 
assessment. This document provides a 
common approach to format,.which 
should simplify the process of reading 
and evaluating exposure assessments 
and thereby, increase their utility in 
assessing risk. 

As the Agency performs more 
exposure assessments, the Guidelines 
will be revised to reflect the benefit of 
experience. 


II. General Guidelines and Principles 
A. Exposure and Dose 


Exposure has been defined by 
Committee E-47, Biological Effects and 
Environmental Fate, of the American 
Society for Testing and Materials, as the 
contact with a chemical or physical 
agent. The magnitude:of the exposure:is 
determined by measuring or estimating: 
the amount of an agent available at the 
exchange boundaries; i.e., lungs, gut, 
skin, during some’specified time. 
Exposure assessment is the 
determination or estimation (qualitative 
or quantitative) of the magnitude, - 
frequency, duration, and route of 
exposure. Exposure assessments may 
consider past, present, and future 
exposures with varying techniques for 
each phase, i.e., modeling of future 
exposures, measurements of existing 
exposure, and biological accumulation 
for past exposures. Exposure 
assessments are generally combined 
with environmental and health effects 
data in performing risk assessments. 

In considering the exposure of a 
subject to a hazardous agent, there are 
several related processes. The contact 
between the subject of concern and the 
agent may lead to the intake of some of 
the agent. If absorption occurs, this 
constitutes an uptake (or an absorbed 
dose) which then may lead to health 
effects. When biological tissue or fluid 
measurements indicate the presence of a 
chemical, exposures can be estimated 
from these data. Presence of a chemical 
in such biological samples is the most 
direct indication that an exposure has 


occurred. The route of exposure 
generally impacts the overall exposure 
and should be.considered in performing 


risk assessments. 


B. Decision Path to Determine Scope of 
the Assessment 

The first step in preparing an 
exposure assessment: should:be the 
circumscription of the problem at hand 
to minimize effort by use of a narrowing 
process. A decision logic path that 
describes this process is shown in 
Figure 1. As illustrated in Figure 1, the 
preliminary assessment and the in-depth 
assessment are two major phases in this 


_ logic path. 


The preliminary assessment phase 
should commence by considering what 
risk is under study and what law might 
regulate the exposure to the agent. 
Within this framework, a preliminary. 
data base should’ be compiled from 
readily available scientific data and 
exposure.information based on 
manufacturer, processor, and user 
practices. Next, the most likely areas of 
exposure (manufacuring, processing, 
consumer, distribution, disposal, 
ambient, water and food, etc.) should be 
identified. Since a complete data search 
has not been conducted, well-identified 
assumptions and order of magnitude 
estimates are used to further narrow the 
exposure areas of concern. 


REGULATORY CONCERN SCTENTIFIC DATA: 
POPULATI 


EXPOSURE 


PRODUCT LIFE CELE 


PRELIMINARY EXPOSURE 
ASSESSMENT 


WO NEED FOR FURTHER 
EXPOSURE ASSESSNENT 


PRLTI-DISCIPLINARY 
PEER REVIEW 


UNREASOMABLE RISK 


FIGURE 1. DECISION PATH FOR EXPOSURE ASSESSMENT 


Data from this preliminary exposure 
assessment can then be coupled with 
toxicity information to perform a 
preliminary risk analysis: As a result of 
this analysis; a decision will be made 
that either an in-depth exposure 
assessment is necessary or that there is 
no need for further exposure 
information. The organization and 
contents. of an in-depth exposure 
assessment are given in the following 
section. ' 

In assembling the information base for 
either a preliminary assessment or a 
more detailed assessmeni, its adequacy 
should be ascertained by addressing the 
following considerations: 

—Availability of information in every 
area needed for an adequate 
assessment; 

—Quantitative and qualitative nature of 
the data; 

—Reliability of information; 

—Limitations on the ability to assess 
exposure. 


C. Uncertainty 


Exposure assessments are based on 
monitoring data, simulation model 
estimates, and assumptions about 
parameters used in approximating 
actual exposure conditions. Both data 
and assumptions contain varying. 
degrees of uncertainty which influence 
the accuracy of exposure’assessments. 
An evaluation of these uncertainties:is 
important when the assessment is the 
basis for regulatory action. 

The uncertainty analyses performed 
will vary depending on the scope of the 
assessment, the quantity and quality of 
monitoring data collected, and the type 
and complexity of mathematical’ models 
used. A discussion of the types of 
analysis used for quantifying 
uncertainties in exposures is presented 
in the next section. 


Ill. Organization and Contents of an 
Exposure Assessment 


A. Overview 


A suggested outline for an exposure 
assessment document is given in Exhibit 
1. The five major topics to be addressed 
within most exposure assessments are 
as follows: Source(s); Exposure 
Pathways; Monitored or Estimated 
Concentration Levels and Duration; 
Exposed Population(s); and Integrated 
Exposure Analysis. These five topics are 
appropriate for exposure assessments in 
general, whether the assessments are of 
global, national, regional, local, site- 
specific, workplace-related, or other 
scope. The topics are appropriate for 
exposure assessments on new or 
existing chemicals and radionuclides. 





They are also applicable to both single 
media and multimedia assessments. 
Since exposure assessments are 
performed at different levels of detail, 
the extent to which any assessment 
contains items listed in Exhibit 1 
depends upon its scope. The outline is a 
guide to organize the data whenever 
they are available. 


B. Detailed Explanation of Outline 
1. Executive Summary 


The “Executive Summary” should be 
written so that it can stand on its own 
as a miniature report. Its main focus 
should be on a succinct description of 
the procedures used, assumptions 
employed, and summary tables or charts 
of the results. A brief discussion of the 
uncertainties associated with the results 
should be included. 


2. Introduction (Purpose and Scope) 


This section should state the intended 
purpose of the exposure assessment and 
identify the agent being investigated, the 
types of sources and exposure routes 
included, and the populations of 
concern. 


Exhibit 1—Suggested Outline for an 
Exposure Assessment 


1. EXECUTIVE SUMMARY 
2. INTRODUCTION 


a. Identity 
(1) Molecular formula and structure, CAS 
number, TSL number 
(2) Description of technical grades, 
contaminants, additives 
(3) Other identifying characteristics 
b. Chemical and Physical Properties 
4. SOURCES 
a. Characterization of Production and 
Distribution 
(1) Production and processing 
(2) Distribution in commerce 
b. Uses 
c. Disposal 
d. Summary of Environmental Releases 
5. EXPOSURE PATHWAYS AND 
ENVIRONMENTAL FATE 
a. Transport and Transformation 
b. Identification of Principal Pathways of 
Exposure 
c. Predicting Environmental Distribution 
6. MONITORED OR ESTIMATED 
CONCENTRATION LEVELS 
a. Summary of Monitoring Data 
b. Estimation of Environmental 
Concentrations 
c. Comparison of Concentration Estimates 
with Monitoring Data 
7. EXPOSED POPULATIONS 
a. Human Populations (Size, Location, and 
Habits) 
(1) Population size and characteristics 
(2) Population location 
(3) Population habits 
b. Nonhuman Populations (where 
appropriate) 


(1) Population size and characteristics 
(2) Population location 
(3) Population habits 
8. INTEGRATED EXPOSURE ANALYSIS 
a. Calculation of Exposure 
(1) Identification and characterization of 
the exposed populations and critical 
elements of the ecosystem 
(2) Pathways of exposure 
b. Human Dosimetry and Monitoring 
c. Development of Exposure Scenarios and 
Profiles 
d. Evaluation of Uncertainty 
9. REFERENCES 
10. APPENDICES 


3. General Information 


a. Identity. (1) Molecular formula and 
structure, synonyms, Chemical Abstract 
Service number, Toxic Substance List 
number. 

(2) Description of technical grades, 
contaminants, additives. 

(3) Other identifying characteristics. 

b. Chemical and Physical Properties. 
This subsection should provide a 
summary description of the chemical 
and physical properties of the agent. 
Particular attention should be paid to 
the features tliat would affect its 
behavior in the environment. Examples 
of factors to be included are molecular 
weight, density, boiling point, melting 
point, vapor pressure, solubility, pK,. 
partition coefficients, and half-lives. 


4. Sources 


The points at which a hazardous 
substance is believed to enter the 
environment should be described, along 
with any known rates of entry. Points of 
entry may be indoors as well as 
outdoors, and environments include 
indoor settings such as offices as well as 
outdoor environments. A detailed 
exposure assessment should include a 
study of sources, production, uses, 
destruction/disposal, and environmental 
release of a substance. The studies 
should include a description of human 
activities with respect to the substance 
and the environmental releases resulting 
from those activities. It should account. 
for the controlled mass flow of the 
substance from creation to destruction 
and provide estimates of environmental 
releases at each step in this flow. 
Seasonal variations in environmental 
releases should also be examined. All 
sources of the substances should be 
accounted for with the sum of the uses, 
destruction, and the environmental 
releases. The environmental releases 
can be described in terms of geographic 
and temporal distribution and the 
receiving environmental media, with the 
form identified at the various release 
points. 

a. Characterization of Production and 
Distribution. All sources of the 
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substance’s release to the environment, 
consistent with the scope of the 
assessment, should be included, such as 
production, extraction, processing, 
imports, stockpiles, transportation, 
accidental/incidental production as a 
side reaction, and natural sources. The 
sources should be located, and, activities 
involving exposure to the substance 
should be identified. 

b. Uses. The substance should be 
traced from its sources through various 
uses (with further follow-up on the 
products made to determine the 
presence of the original material as an 
impurtiy), exports, stockpile increases, 
etc. 

c. Disposal. This subsection should 
contain an evaluation of disposal sites 
and destruction processes, such as 
incineration of industrial chemical 
wastes, incineration of the substance as 
part of an end-use item in municipal 
waste, landfilling of wastes, biological 
destruction in a secondary wastewater 
treatment plant, or destruction in the 
process of using the end product. 
Hazardous contaminants of the 
substance may be included, and 
products containing the substance as a 
contaminant may be followed from 
production through destruction/ 
disposal. 

d. Summary of Environmental 
Releases. Estimates should be made of 
the quantities of the substances released 
to the various environmental media. 
Sources of release to the environment 
include production, use, distribution/ 
transport, natural sources, disposal, and 
contamination of other products. 
Environmental releases should be 
presented at a reasonable level of detail. 
Extremely detailed exposure estimates 
would attempt to specify the following 
information for each significant 
emission source: Location, amount of the 
substances being released as a function 
of time to each environmental medium, 
physical characteristics of the emission 
source, and the physical and chemical 
form of the substance being released. 
Evaluation of the uncertainties 
associated with the emission estimates 
should be given. A detailed discussion 
of procedures for estimating uncertainty 
is presented in section 8.d. 


5. Exposure Pathways and 
Environmental Fate 


The exposure pathways section 
should address how a hazardous agent 
moves from the source to the exposed 
population or subject. For a less detailed 
assessment, broad generalizations on 
environmental pathways and fate may 
be made. In the absence of data, e.g., for 
new substances, fate estimates may 
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have to be predicted by analogy with 
data from other substances. Fate 
estimates may alse be made by using 
models and/or monitoring data and 
laboratery-derived process rate 
coefficients: At any level of detail, 
certain pathways may be judged 
insignficiant and not pursued further. 

For more detailed assessments 
involving environmental fate, the 
sources analysis described previously 
should provide the amount and rate of 
emissions to the environment, and 
possibly the locations and form of the 
emissions. The environmental pathways 
and fate analysis follows the substance 
from its point of initial environmental 
release, through the environment, to its 
ultimate fate. It may result in an 
estimation of the geographic and 
temporal distribution of concentrations 
of the substance in the various 
contaminated environmental media. 

a. Transport and transformation. The 
substance, once released: to the 
environment, may be transported (e.g., 
convected downstream in water or on 
suspended sediment, through the 
atmosphere, etc.) or physically 
transformed (e.g., volatilized, melted, 
absorbed/ desorbed, etc.); may undergo 
chemical transformation such as 
photoysis, hydrolysis, oxidation, 
reduction; may undergo 
biotransformation such as 
biodegradation; or may accumulate in 
one or more media. Thus, the 
environmental behavior of a substance 
should be evaluated before exposures 
are assessed. Factors that should be 
addressed include: 


¢ How does the agent behave in air, 
water, soil, and biological media? Does 
it bioaccumulate or biodegrade? Is it 
absorbed or taken up by plants? 

¢ What are the principal mechanisms 
for change or removal in each of the 
environmental media. 

* Does the agent react with other 
compounds in the environment? 

¢ Is there intermedia transfer? What 
are the mechanisms for intermedia 
transfer? What are the rates of the 
intermedia transfer or reaction 
mechanisms? 

¢ How long might the agent remain in 
each environmental medium? How does 
its concentration change with time in 
each medium? 

¢ What are the products into which 
the agent might degrade or change in the 
environment? Are any of these 
degradation products ecologically or 
biologically harmful? What is the 
environmental behavior of the harmful 
products? 

¢ Is a steady-state concentration 
distribution in the environment, or in 


specific segments of the environment, 
achieved? If not, can the nonsteady- 
state distribution be described? 

© What is the resultant distribution in 
the environment—for different media, 
different types or forms of the agent, for 
different geographical areas; at different 
times or seasons? 

b. Identification of Principal 
Pathways of Exposure. The principal 
pathway analysis should evaluate the 
sources, locations, and types of 
environmental releases, together with 
environmental behavioral factors, to 
determine the significant routes of 
human and environmental exposure to 
the substance. Thus, by listing the 
important characteristics of the 
environmental release (entering media, 
emission rates, etc.) and the agent's 
behavior (intermedia transfer, 
persistence, etc.) after release to each of 
the entering media, it should be possible 
to follow the movement of the agent 
from its initial release to its subsequent 
fate in the environment. At any point in 
the environment, human or 
environmental exposure may occur. 
Pathways that result in major 
concentrations of the agent and high 
potential for human or environmental 
contact are the principal exposure 
pathways. 

c. Predicting Environmental 
Distribution. Models may be used to 
predict environmental distributions of 
chemicals. Many modeling estimates of 
environmental distribution of chemicals 
are based in part on monitoring data. In 
predicting environmental distributions 
of chemicals, available monitoring data 
should be considered. 

In this section an estimation is made, 
using appropriate models, of 
representative concentrations of the 
agent in different environmental media, 
and its time-dependence in specific 
geographical locations (e.g., river basins, 
streams, etc.). 


6. Monitored or Estimated Concentration 
Levels 


a. Summary of Monitoring Data. 
Monitoring data are used to identify 
releases (source terms) and, in the 
exposure pathways and fate 
assessments, to quantitatively estimate 
both release rates and environmental 
concentrations. Some examples of uses 
of monitoring data are: Sampling of 
stacks of discharge pipes for emissions 
to the environment; testing of products 
for chemical or radionuclide content; 
testing of products for chemical or 
radioactive releases; sampling of 
appropriate points within a 
manufacturing plant to determine 
releases from industrial processes or 
practices; and sampling of solid waste 
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for chemical or radionuclide content. 
These data should be characterfzed as 
to accuracy, precision, and 
representativeness. If actual 
environmental monitoring data are 
unavailable, concentrations can be 
estimated by various means, including 
the use of fate models (see previous 
section) or, in the case of new 
chemicals, by analogy with existing 
chemicals. 

The analysis of monitoring data 
should be considered a complement te 
environmental pathway and fate 
analysis for the following reasons: For 
most pollutants, particularly organic and 
new chemicals, monitoring data are 
limited; analysis of monitoring data does 
not often yield relationships between 
environmental releases and 
environmental concentration 
distribution in media or geographic 
locations that have not been monitored; 
analysis of monitoring data does not 
provide information on how and where 
biota influence the environmental 
distribution of a pollutant; and 
monitored concentrations may not be 
traceable to individual sources that EPA 
can regulate. Monitoring data are, 
however, a direct source of information 
for exposure analysis and, furthermore, 
they can be used to calibrate or 
extrapolate models or calculations to 
assess environmental distribution. 

b. Estimation of Environmental 
Concentrations. Concentrations of 
agents should be estimated for all 
environmental media that might 
contribute to significant exposures. 
Generally, the environmental! 
concentrations are estimated from 
monitoring data, mathematical models, 
or a combination of the two. 

The concentrations must be estimated 
and presented in a format consistent 
with available dose-response 
information. In some cases an estimate 
of annual average concentration will be 
sufficient, while in other cases the 
temporal distribution of concentrations 
may be required. Future environmental 
concentrations resulting from current or 
past releases may also be projected. In 
some cases, both the temporal and 
geographic distributions of the 
concentration may be assessed. 
Moreover, if the agent has natural 
sources, the contribution of these to 
environmental concentrations may be 
relevant. These “background” 
concentrations may be particularly 
important when the results of tests of 
toxic effects show a threshold or 
distinctly nonlinear dose-response. 

The uncertainties associated with the 
estimated concentrations should be 
evaluated by an analysis of the 





uncertainties of the model parameters 
and inputariables. When the estimates 
of the environmental concentrations are 
based on mathematical models, the 
model results should be compared to 
available monitoring data, and any 
significant discrepancies should be 
discussed. Reliable, analytically- 
determined values should be given 
precedence over estimated values 
whenever significant discrepancies are 
found. 


7. Exposed Populations 


Populations selected for study may be 
done a priori, but frequently the 
populations will be identified as a result 
of the sources and fate studies. From an 
analysis of the distribution of the agent, 
populations convected and 
subpopulations (i.e., collections of 
subjects) at potentially high explosure 
can be identified, which will then form 
the basis for the populations studied. 
Subpopulations of high sensitivity, such 
as pregnant women, infants, chronically 
ill, etc., may be studied separately. 

In many cases, exposed populations 
can be described only generally. In some 
cases, however, more specific 
information may be available on matters 

such as the following: 

a. Human Populations. (1) Population 
size and characteristics (e.g., trends, 
sex/age distribution) 

(2) Population location 

(3) Population habits—transportation 
habits, eating habits, recreational habits, 
workplace habits, product use habits, 
etc. 

b. Nonhuman Populations (where 
appropriate). (1) Population size and 
characteristics (e.g., species, trends) 

(2) Population location 

(3) Population habits 

Census and other survey data may be 
used to identify and describe the 
population exposed to various 
contaminated environmental media. 
Depending on the characteristics of 
available toxicological data, it may be 
appropriate to describe the exposed 
population by other characteristics such 
as species, race-age-sex distribution, 
and health status. 


8. Integrated Exposure Analysis 


The integrated exposure analysis 
combines the estimation of 
environmental concentrations (sources 
and fate information) with the 
description of the exposed population to 
yield exposure profiles. Data should be 
provided on the size of the exposed 
populations; duration, frequency, and 
intensity of exposure; and routes of 
exposure. Exposures should be related 
to sources. 


For more detailed assessments, the 
estimated environmental concentrations 
should be considered in conjunction 
with the geographic distribution of the 
human and environmental populations. 
The behavioral and biological 
characteristics of the exposed 
populations should be considered and 
the exposures of populations to various 
concentration profiles should be 
estimated.The results can be presented 
in tabular or graphic form, and an 
estimate of the uncertainty associated 
with them should be provided. 

a. Calculations of Exposure. The 
calculation of exposure involves two 
major aspects: 

(1) Identification of the Exposed 
Population and Critical Elements of the 
Ecosystem. 

The estimate of environmental 
concentrations also should give the 
geograhical areas and environmental 
media contaminated. The stated purpose 
of the assessment should have 
prescribed the human and 
environmental subjects for which 
exposures are to be calculated. If the 
subjects are not listed, the contaminated 
geographical areas and environmental 
media can be evaluated to determine 
subject populations. The degree of detail 
to be used in defining the exposed 
population distribution depends on the 
concentration gradient over geographic 
areas. 

(2) Identification of pathways of 
exposure. 

(a) Identification and description of 
the routes by which the substances 
travel from production site, through 
uses, through environmental releases/ 
sources, through transport and fate 
processes, to the target population. 

(b) Quantitative estimates of the 
amounts of the chemical following each 
exposure pathway. Such estimates allow 
the various pathways to be put in the 
perspective of relative importance. 

From the geogrpahic and tempral 
distribution of environmental 
concentrations, the exposed population, 
the behavioral characteristics, and the 
critical elements of the ecosystem, 
exposure distributions can be estimated. 
The results of exposure calculation 
should be presented in a format that is 
consistent with the requirements of the 
dose-response functions which may 
later be used in a risk assessment. For 
example, when health risks caused by 
exposure over extended durations are 
considered, average daily exposure over 
the duration of exposure usually is 
calculated. When lifetime risks are 
considered, average daily exposure over 
a lifetime usually is calculated. In 
contrast, when health risks caused by 
exposures over short durations are 
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considered, exposure rates are 
calculated over short time intervals to 
ensure that peak risks are defined. 
Many exposure assessments are based 
on the average exposure occurring over 
the exposure period. The range of 
possible exposures is usually divided 
into intervals, and the exposures within 
each interval are counted. The reuslts 
can be presented in a tabular form or as 
a histogram. 

The population residing in a specific 
geographic area may be exposed to a 
substance from several exposure routes. 
For each exposure route, exposure of 
individuals in these populations may be 
determined by summing the contribution 
of all sources to the exposure route. 
When exposures involve more than one 
exposure route, the relative amounts of 
a substance absorbed is usually route 
dependent. Consequently, total 
absorbed dose estimates must account 
for these differences. Because EPA 
regulates sources of releases, the 
contribution to exposures from each 
type of source being considered should 
be displayed. Exposure estimates should 
be presented for each significant 
exposure route (i.e., those routes 
consistent with the regulatory purpose), 
and the results should be tabulated in 
such a way that total externally applied 
and absorbed dose can be determined. 

b. Human Dosimetry and Monitoring. 
Biological monitoring of human body 
fluids and tissues for substances or their 
metabolites can be used to estimate 
current or past exposure to chemicals. 
When analytical.methods are available, 
chemicals that have been absorbed into 
the body can be measured in body 
tissue and fluid. Such measurements can 
be used to estimate exposure. However, 
the substances to which humans are 
exposed are highly variable in the 
degree to which they leave in the body 
reliable indicators of exposure. 
Furthermore, although a compound may 
be relatively easy to detect in body 
tissue, for some compounds, attributing 
body burdens to specific environmental 
releases may be difficult because of 
limited ability to obtain environmental 
monitoring data. 

c. Development of Exposure Scenarios 
and Profiles. Depending on the scope of 
the exposure assessment, the total 
exposure may be fractionated into one 
or more “exposure scenarios” to 
facilitate quantification. As an example, 
Table 1 lists seven very broad scenarios: 
Occupational, Consumer, 
Transportation, Disposal, Food, Drinking 
Water, and Ambient. For each of the 
scenarios, the major topics necessary to 
quantify exposure include sources, 
pathways, monitoring, and population 
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characteristics. Investigation of only one 
scenario may be necessary for the scope 
of some assessments. For example, a 
pesticide application exposure 
assessment may consider the 


occupational scenario which would 
address the exposure to applicators and 
populations in the vicinity of the site. An 
exposure assessment around a 
hazardous waste site may focus on the 


disposal scenario. The exposure 
assessment also may consider other 
scenarios. The more extensive and 
comprehensive the scope, the more 
scenarios are usually involved. 


TABLE 1. ExPOSURE ASSESSMENT NEEDS FOR VARIOUS ExPOSURE SCENARIOS 


Occupational (chemical production) .... 


Consumer (direct use of chemical or 
inadvertant use). 
Transportation/storage/ spills ............... 


Groundwater, surface water, distribu- 


tion system. 


Releases to environment; air, land, 


water. 


It will usuaily be advantageous in 
performing an exposure assessment to 
identify exposure scenarios, quantify the 
exposure in each scenario, and then 
integrate the scenarios to estimate total 
exposure. In this “integrated exposure 
analysis,” summation of independent 
exposures from different scenarios 
(keeping exposure routes separate) often 
will result in a breakout of exposure by 
subpopulations, since the individual 
scenarios usually treat exposure by 
subpopulation. Therefore, the 
integration of the scenarios, or 
integrated exposure analysis, will often 
result in an exposure profile. 

For each exposed subpopulation, 
exposure profiles should include the size 
of the group, the make-up of the group 
(age, sex, etc.), the source of the agent, 
the exposure pathways, the frequency 
and the intensity of exposure by each 
route (dermal, inhalation, etc.), duration 
of exposure, and the form of the agent 
when exposure occurs. Assumptions 
and uncertainties associated with each 
scenario and profile should be « early 
discussed. 

d. Evaluation of Uncertainty. (1) 
Introduction. Often an exposure 
assessment progresses through several 
stages of refinement. The purpose of 
these Guidelines is to present methods 
appropriate for characterization of 
uncertainty for assessments at various 
stages of refinement, from assessments 
based upon limited initial data to those 
based upon extensive data. 

The appropriate method for 
characterizing uncertainty for an 
exposure assessment depends upon the 
underlying parameters being estimated, 
the type and extent of data available, 
and the estimation procedures utilized. 


process; 
ronmental fate of releases; 
models. 
Food chain models, fate during 
preparation or processing of food. 
Leach rates from pipes, chiorination 
processes, fate in water; models. 


Environmental fate models............... 
ulation 


The uncertainty of interest is always 
with regard to the population 
characteristic being estimated. For 
example, when the population 
distribution of exposures is being 
estimated, characterization of 
uncertainty addresses the possible 
differences between the estimated 
distribution of exposure and the true 
population distribution of exposure. 
An exposure assessment quantifies 
contact of a substance with affected 
population members (human or 
nonhuman subjects). The measure of 
contact (e.g., environmental level of 
absorbed dose) depends upon what is 
needed to predict risk. An integrated 
exposure assessment quantifies this 
contact via all routes of exposure 
(inhalation, ingestion, and dermal) and 
all exposure pathways (e.g., 
occupational exposure, exposure from 
consumption of manufactured goods, 
etc.). The exposed population generally 
is partitioned into subpopulations such 
that the likely exposure of all members 
of a subpopulation is attributable to the 
same sources. The exposure for each 
member of a subpopulation is then the 
sum of exposures over a fixed set of 
sources and pathways. The measured or 
estimated exposures for members of a 
subpopulation are ideally used to 
estimate the subpopulation distribution 
of exposure or characteristics thereof. 
However, a lack of sufficient 
information sometimes precludes 
estimation of the subpopulation 
distributions of exposure and only 
summary measures of this distribution, 
such as the mean, minimum, maximum, 
etc., are estimated. In each case 
characterization of uncertainty for the 
exposure assessment primarily 


plants. 
.| General population, nonhuman pop- | Ambient Air, water, soil, etc.; human 
ion. monitoring. 


addresses limitations of the data and the 
estimation procedures. The proportions 
of the population members in the 
individual subpopulations are usually 
estimated and can be used (by 
combining estimated distributions for 
the subpopulations) to estimate the 
distribution of exposure for the total 
population. Uncertainty concerning the 
sizes of the subpopulations should be 
addressed by discussing limitations of 
the data and estimation methods as well 
as by tabulating confidence interval 
estimates for the population sizes 
whenever possible. 

(2) Assessments Based Upon Limited 
Initial Data. The initial exposure 
assessment for a substance may be 
based upon limited data for exposure 
and/or input variables for an exposure 
prediction model (i.e., an equation that 
expresses exposure as a function of one 
or more input variables). These data 
might be either extant data or data 
produced by an initial small-scale study. 
The initial limited data frequently are 
insufficient to permit estimation of the 
entire distribution of exposure. Instead, 
summary measures of this distribution, 
such as the mean, minimum, and 
maximum, are usually estimated. 

If the assessment is based upon 
measured exposures, the methods used 
to characterize uncertainty depend 
mainly upon whether or not the data 
result from a probability sample for 
which the probability of inclusion is 
known for each sample member. 
Characterization of uncertainty for an 
assessment based upon a probability 
sample of exposures is discussed later 
in section 8.-d. (5). If the measured 
exposures are not based upon a 
probability sample, acknowledgement 





that no strictly valid statistical 
inferences can be made beyond the 
units actually in the sample is one 
aspect of the characterization of 
uncertainty. If inference procedures are 
implemented, the assumptions upon 
which these inferences are based (e.g.. 
treatment of the sample as if it was a 
simple random sample, or assumption of 
an underlying niodel) sheuld be 
explicitly stated and justified. The data 
collection methods and inherent 
limitations of the data should also be 
discussed. 

An initial exposure assessment also 
may be based upon limited data, such as 
estimated ranges, for input variables for 
an exposure prediction model. The 
exposure prediction model would be 
* derived from a postulated exposure 
scenario that describes the pathways 
from sources to contact with population 
members. If the data were only 
sufficient to support estimates of the 
ranges of the input variables, the 
exposure assessment might be limited to 
a sensitivity analysis. The purpose of 
the sensitivity analysis would be to 
identify influential model input 
variables and develop bounds on the 
distribution of exposure. A sensitivity 
analysis would estimate the range of 
exposures that would result as 
individual model input variables were 
varied from their minimum to their 
maximum possible values with the other 
input veriables held at fixed values, e.g., 
their midranges. The overall minimum 
and maximum possible exposures 
usually would be estimated also. For an 
exposure assessment of this type, the 
uncertainty would be characterized by 
describing the limitations of the data 
used to estimate plausible ranges of 
model input variables and by discussing 
justi ion for the model. Justification 
of the model should include a 
description of the exposure scenario, 
choice of model input variables, and the 
functional form of the model. Sensitivity 
to the model formulation also can be 
investigated by replicating the 
sensitivity analysis for plausible 
alternative models. 

If the maximum possible exposure 
estimated by the sensitivity analysis 
presented no significant health risk, 
there might be no need to refine the 
assessment. If both the minimum and 
maximrum exposures presented a 
potentially significant health risk, it 
would be known that the exposure 
scenario represented a significant health 
problem without refining the 
assessment. When the minimum 
exposure estimate does not present a 
potentially significant health risk and 
maximum dose, then greater importance 


is placed on choosing a summary 
parameter of the exposure distribution 
{e.g., the mean or percentile) as the basis 
for a regulatory decision. Refining the 
exposure assessment to estimate the 
distribution of exposure permits 
selection of any summary parameter 
(minimum, maximum, mean, or 
percentile, etc.) as the basis for 
regulatory decision. 

The sensitivity analysis can be 
enhanced by computing the predicted 
exposures that result from all possible 
input variable combinations. If each 
input variable has only a finite set of 
possible values, the set of all possible 
combinations of the input variables can 
be formed, and the predicted exposure 
can be computed for each combination. 
These exposure predictions can be used 
to form a distribution of exposures by 
counting the number of occurrences of 
each exposure level or interval of 
exposures. This is equivalent to 
estimating the distribution of exposures 
that results from treating all input 
variable combinations as equally likely. 
This procedure can also be applied by 
discretizing continuous input variables 
and representing them by equaily- 
spaced points. In the limit, as the equal 
spaces become small and the number of 
points becomes large, the distribution of 
exposure that results from counting 
occurrences of exposure levels is 
equivalent to estimating the distribution 
of exposures that results from 
statistically-independent, continuous 
input variables with uniform 
distributions on the estimated ranges. 
This estimated distribution of exposure 
values can be produced by the methods 
of mathematical statistics or Monte 
Carle simulation. The Monte Carlo 
method consists of randomly generating 
input variate values and using these to 
compute corresponding exposure levels, 
generating an exposure distribution via 
many iterations. Interpretation of 
statistics based upon this exposure 
distribution would be in terms of the 
equally likely input variable 
combinations. For example, the 95th 
percentile of this distribution would be 
the exposure level exceeded by only 5% 
of the exposures resulting from treating 
all combinations of input variable 
values as equally likely. Although this 
distribution of exposures cannot be 
interpreted as an estimate of the 
population distribution (unless the input 
variables actually are statistically 
independent and uniformly distributed), 
it provides additional information for 
making regulatory decisions. 
Characterization of uncertainty would 
include a discussion of limitations of the 
data and justification for the model as 
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discussed above. Sensitivity to model 
formulation could also be investigated 
by estimating the distribution of 
exposure that results from using the 
same uniform input variable 
distributions with plausible alternative 
models and comparing the estimated 
percentiles. 

(3) Assessments Based Upon 
Subjective Estimates of Input Variable 
Distributions. If a model has been 
formulated that expresses exposure as a 
function of one or more input variables, 
the methods of mathematical statistics 
or Monte Carlo simulation can be used 
to estimate the population distribution 
of exposure from an estimate of the joint 
distribution of the mode! input 
variables. Ideally model input variables 
should be represented by empirically 
validated probability distributions. In 
some cases, it may be possible to 
formulate an estimate of the joint 
distribution of model input variables 
from discussions with subject-matter 
experts (e.g., via histograms for 
statistically-independent input 
variables). The estimated population 
distribution of exposure will be 
equivalent to the distribution discussed 
in section 8. d. (2) for equally likely 
combinations of input variable values 
only when the input variable 
distributions supported are independent 
uniform distributions. When qualitative 
knowledge of input variable 
distributions is ued to estimate the 
population distribution of exposure, 
uncertainty is characterized by 
discussing justification for the presumed 
model and input variable distributions. 
Alternative models and/or alternative 
input variable distributions also should 
be discussed. Sensitivity to these 
alternatives can be investigated by 
estimating the distributions of exposure 
that result from plausible alternatives 
and comparing the percentiles of the 
estimated exposure distributions. All 
available data, even if data are limited, 
should be used to validate the presumed 
input variable distributions and the 
predicted distribution of exposure. 

(4) Assessments Based Upon Data for 
Model Input Variables. The exposure 
assessment based upon an estimate of 
the joint probability distribution for 
model input variables can be refined by 
collecting sample survey data for model 
input variables for a sample of 
population members. The population 
distribv‘ion of exposure can then be 
estime ced by computing the expected 
exposure for each sample member based 
upon the model. These expected 
exposures can be used to directly 
compute confidence interval estimates 
for percentiles of the exposure 
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distribution. Alternatively, the sample 
survey data can be used to compute 
joint confidence interval estimates for 
percentiles of the input variable 
distribution, which can then be used to 
generate confidence interval estimates 
for percentiles of the exposure 
distribution. In either case, the interval 
estimates for percentiles of the exposure 
distribution are a useful quantitative 
characterization of uncertainty. 
Characterization of uncertainty for the 
exposure assessment would contain a 
thorough discussion of limitations of the 
data and justification for the model used 
to compute expected exposures. The 
design of the sample survey used to 
produce the data base should also be 
discussed. If a probability sample were 
not used, the lack of a probability 
sample would be an additional source of 
uncertainty. Any assumptions used in 
computing the confidence interval 
estimates, such as independence of 
model input variables, should be 
explicitly stated and justified. 
Sensitivity to model formulation can be 
investigated by estimating the 
distribution of exposure for plausible 
alternative models and comparing the 
estimated percentiles, if sample survey 
data have been collected for the input 


variables of the alternative models. 
Appropriate available data for exposure 
should be used to validate the predicted 
distribution of exposure. If specific 
probability distributions have been 
presumed for any medel input variables, 
the data for these variables should be 
used to test for goodness of fit for these 
distributions. 

(5) Assessments Based Upon Data for 
Exposure. A major reduction in the 
uncertainty associated with an exposure 
assessment can be achieved by directly 
measuring the exposure for a sufficiently 
large sample of members of the affected 
population. This reduction in 
uncertainty is achieved by eliminating 
the use of a model to predict exposure. 
The measured exposure levels can be 
used to directly estimate the population 
distribution of exposure and confidence 
interval estimates for percentiles of the 
exposure distribution. Direct confidence 
interval estimates also can be computed 
for other characteristics of the exposure 
distribution, such as the mean exposure. 

These confidence interval estimates 
are then the primary characterization of 
uncertainty for the exposure 
assessment. Limitations of the data and 
design of the sample survey used to 
collect the data also should be 
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discussed. If the sample was not a 
probability sample, this would again be 
an additional source of uncertainty. 

(6) Summary. A summary of the 
primary methods recommended for 
characterizing uncertainty in exposure 
assessments is presented in Table 2. 
Virtually all exposure assessments, 
except those based upon measured 
exposure levels for a probability sample 
of population members, rely upon a 
model to predict exposure. The model 
may be any mathematical function, 
simple or complex, that expresses an 
individual's exposure as a function of 
one or more input variables. Whenever 
a model that has not been validated is 
used as the basis for an exposure 
assessment, the uncertainty associated 
with the exposure assessment may be 
substantial. The primary 
characterization of uncertainty is at 
least partly qualitative in this case, i.e., 
it includes a description of the 
assumptions inherent in the model and 
their justification. Plausible alternative 
models should be discussed. Sensitivity 
of the exposure assessment to model 
formulation can be investigated by 
replicating the assessment for plausible 
alternative models. 


TABLE 2.—SUMMARY OF PRIMARY METHODS FOR CHARACTERIZING UNCERTAINTY FOR EXPOSURE ASSESSMENTS 


Type and extent of date 


1. Limitations of the survey design and meas- 
techniques. 


urement 


“ urement 


1. Limitations of the survey design and meas- 


Primary methods for characterizing uncertainty 


oft exposure distribution. 
2. Goodness of fit for exposure models, if any 
have been postulated. 
1. Confidence interval estimates for the sum- 
mary pararneter(s). 
2. Goodness of fit for exposure models, if any 
have been postulated. 


urement 


bles. 


Limited data for mode! input variables 


When an exposure assessment is 
based upon directly measured exposure 
levels for a probability sample of 
population members, uncertainly can be 
greatly reduced and described 
quantitatively. In this case, the primary 
sources of uncertainty are measurement 
errors and sampling errors. The effects 
of these sources of error are measured 
_ quantitatively by confidence interval 
estimates of percentiles of the exposure 


distribution. Moreover, the sampling 
errors can be limited by taking a large 
sample. 

Whenever the latter is not feasible, it 
is sometimes possible to obtain at least 
some data for exposure and model input 
variables. These data should be used to 
assess goodness of fit of the model and/ 
or presumed distributions of input 
variables. This substantially reduces the 
amount of quantitative uncertainty for 


estimation of the distribution of 
exposure and is strongly recommended. 
It is recognized, however, that it may not 
be feasible to collect such data. 

9. References 

The references should contain a 
listing of all reports, documents, articles, 
memoranda, contacts, etc. that have 
been cited in the report. 

10. Appendices 
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The appendices may contain such 
items as memoranda and letters that are 
not readily accessible, other tables of 
monitoring data, detailed lists of 
emission sources, detailed tables of 
exposures, process flow diagrams, 
mathematical model formulations, or 
any other item that may be needed to 
describe or document the exposure 
assessment. 

{FR Doc. 64-30723 Filed 11-21-84; 8:45 am} 
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ENVIRONMENTAL PROTECTION 


AGENCY: Environmental Protection 
Agency (EPA). 

ACTION: Proposed Guidelines for 
Mutagenicity Risk Assessment and 
Request for Comments. 


summary: The U.S. Environmental 
Protection Agency is proposing 
Guidelines for Mutagenicity Risk 
Assessment (Guidelines). These 
Guidelines are proposed for use within 
the policy and procedural framework 
provided by the various statutes that 
EPA administers to guide Agency 
analysis of mutagenicity data. We solicit 
public comment and will take public 
comment into account in revising these 
Guidelines. These Guidelines will be 
reviewed by the Science Advisory Board 
in meetings now tentatively scheduled 
for April 1985. 

These proposed Guidelines were 
developed as part of a broad guidelines 
development program under the 
auspices of the Office of Health and 
Environmental Assessment (OHEA), 
located in the Agency's Office of 
Research and Development. Consonant 
with the role of OHEA's Reproductive 
Effects Assessment Group (REAG) as 
the Agency's senior health committee 
for mutagenicity assessment, the 
Guidelines were developed by an 
Agency-wide working group chaired by 
the REAG. 

DaTES: Comments must be postmarked 
by January 22, 1985. 

ADDRESSES: Comments may be mailed 
or delivered to: Dr. David Jacobson- 
Kram, Reproductive Effects Assessment 
Group (RD-689), Office of Health and 
Environmental Assessment, U.S. 
Environmental Protection Agency, 401 M 
Street SW., Washington, DC 20460. 

FOR FURTHER INFORMATION CONTACT: 
Dr. David Jacobson-Kram, Telephone: 
202-382-7336. 

SUPPLEMENTARY INFORMATION: Public 
comments received as a result of the 
proposed guidelines for Mutagenicity 
Risk Assessment, which was published 
in the Federal Register [45(221):74984— 
74988) on November 13, 1980, have been 
addressed. The guidelines published 
here reflect the suggestions that were 
provided during that initial comment 
period. A new draft of these Guidelines, 
taking into account the earlier public 
comments, was recently sent for review 
to approximately 14 scientists in the 
field of chemical mutagenesis within 


government, universities in the United 
States, and the private sector. 
Comments received from these reviews, 
generally favorable, were also taken 
into account in developing the 
Guidelines proposed here. 

References and supporting documents 
used in the preparation of these 
Guidelines as well as comments 
received are available for inspection 
and copying at the Public Information 
Reference Unit (202-382-5926), EPA 
Headquarters Library, 401 M Street, SW, 
Washington, DC, between the hours of 
8:00 a.m. and 4:30 p.m. 


Dated: November 9, 1984. 
William D. Ruckelshaus, 
Administrator. 
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I. Introduction 


On November 13, 1980, the U.S. 
Environmental Protection Agency (EPA) 
published purposed guidelines for 
Mutagenicity Risk Assessment (2) and 
solicited comments on those guidelines. 
The proposed guidelines of 1980 
described the procedures that the 
Agency would follow to evaluate the 
genetic risks associated with the 
exposure of humans to chemical 
mutagens. These procedures 
incorporated a weight-of-evidence 
approach that considered the quality 
and adequacy of all the available data 
on a chemical! substance in order to 
make qualitative, and, where possible, 
quantitative evaluations of mutagenic 
potential. The Agency stated that 
mutagenicity risk assessments prepared 
pursuant to the proposed guidelines 
would be utilized within the 
requirements and constraints of the 
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applicable statutes that the Agency 
administers to arrive at regulatory 
decisions concerning mutagenicity. 

The current proposed Guidelines 
address the comments received in 
résponse to the Agency's proposed 
mutagenicity risk assessment guidelines 
and provide the basis for the Agency's 
risk assessments for mutagenicity. 
These Guidelines, which adopt the 
general approach set forth in the 1980 
proposal, reflect additional changes 
made in response to the comments and 
to new scientific information generated 
since the time of the proposal. 

The current proposed Guidelines 
reflect changes made in response to the 
public comments to the proposed 
guidelines of 1980. These changes dealt 
primarily with the section addressing 
the weight-of-evidence approach. This 
section has been expanded to define 
“sufficient,” “suggestive,” and “limited” 
evidence for potential human germ-cell 
mutagenicity and to include two 
categories of evidence, “sufficient” and 
“suggestive” for chemical interaction 
with the gonads. Also, in the 
quantitative assessment section, the 
dominant skeletal and dominant 
cataract tests have been added to the 
list of systems for possible use in 
estimating the magnitude of genetic 
risks. Other minor changes have been 
made in the text for clarification. 

A draft of the current proposed 
Guidelines was submitted for review to 
individuals from industry, educational 
institutions, enivornmental groups, and 
other government agencies. These 
reviews were useful in revising the 
Guidelines. 

The Agency has not attempted to 
provide in the current proposed 
Guidelines a detailed discussion of the 
mechanisms of mutagenicity or of the 
various test systems that are currently 
in use to detect mutagenic potential. 
Background information on mutagenicity 
and mutagenic test systems is available 
in “Identifying and Estimating the 
Genetic Impact of Chemical 
Environmental Mutagens,” National 
Academy of Sciences (NAS) Committee 
on Chemical Environmental Mutagens 
(2), as well as in other recent 
publications(3, 4). 

For the information of the reviewer, 
Chapter II discusses the comments that 
were received in response to the 
proposed guidelines of 1980 and the 
Agency's responses to those comments. 
The current proposed Guidelines for 
Mutagenicity Risk Assessment, for 
which comments are currently invited, 
are described in Chapter III. The Agency 
anticipates that, as methods for 
mutagenicity risk assessment are 
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refined, and more information becomes 
available in the area of mutagenicity, 
revisions to these Guidelines may be 
desirable or necessary. 


II. Comments Received From the Federal 
Register Publication of the Proposed 
1980 Guidelines and Agency Responses 
to These Comments 

As stated in the Introduction, the 
current Guidelines are being proposed to 
encourage further public comment. For 
the information of the reviewer, a 
summary of the public comments 
received in response to the proposed 
guidelines of 1980 and the Agency 
responses to those comments: are 
presented here. 

A total of 34 comments were received, 
17 from manufacturers of regulated 
products, eight from associations, four 
from individuals, three from educational 
institutions, and one each from a private 
consulting laboratory and a government 
agency. Many responses noted that the 
proposed guidelines of 1980 were timely 
and appropriate and praised the Agency 
for initiating procedures for scientific 
evaluation of mutagenicity data. Other 
commenters felt that the proposed 
guidelines were “premature.” Various 
reasons were given for this position: (1) 
The mechanisms by which mutations 
occur are not understood; (2) the data 
bases for many mutagenicity tests are 
limited, and hence the tests have not 
been validated; (3) the Agency should 
wait until’ the EPA Gene-Tox Program is 
completed; and (4) epidemiologic studies 
have failed to document chemically- 
induced mutations in humans. 

It is the opinion of the Agency that 
there is a need for mutagenicity 
guidelines because various statutes 
administered by the Agency provide the 
authority to regulate chemicals on the 
basis:of mutagenicity. The purpose of 
the current proposed Guidelines is to 
promote Agency-wide consistency in the 
evaluation of mutagenicity data. In 
response to the specific concerns 
enumerated above relating to the issue 
of prematurity, the Agency has 
concluded that the comments do not 
provide an adequate basis for delaying 
the development of mutagenicity 
guidelines. Specifically, with regard to 
the first comment that the mechanisms 
by which: mutations occur are’not 
understood, the Agency does not believe 
that’a full understanding of all aspects 
of these mechanisms is necessary to 
evaluate the mutagenic potential of 
chemicals in the environment. 
Additionally, the comment ignores the 
extensive body of data on specific 
chemical DNA adducts, repair 
processes, and' mutational expression 


that enable description of the mutational’ 


process in specific physiochemical terms 
(2). 
With regard to the second comment, 
the Agency agrees that the data bases 
for many mutagenicity tests are limited; 
however, the Agency does not agree that 
the validity of a test is a function of the 
size of the data base. Validity is the 
extent to which a test measures the 
particular biological end point of 


.interest and should not’ be confused with 


sensitivity, the proportion of known 
mutagens that are positive in a system, 
or specificity, the proportion of 
nonmutagens that are negative. Hence, a 
mutagenesis assay is validated when its 
ability to detect a heritable genetic 
change is demonstrated. 

In response to the third comment, the 
Agency does not believe it is necessary 
to wait for completion of the Gene-Tox 
Program before issuing guidelines for 
evaluating mutagenicity data. The 
Agency acknowledges that future 
scientific: developments can be expected 
to affect the methods for the evaluation 
of mutagenicity data. Such 
developments may stem from phase II of 
the Gene-Tox Program (which focuses 
on test'applications) as well as from 
other collaborative activities in basic 
and applied research. However, the 
Agency believes that the current 
Guidelines, as written, can 
accommodate new information. 

With respect to the fourth comment, 
the Agency does not agree that the 
failure to identify a chemical asa 
known human mutagen is justification 
for not proposing guidelines to evaluate 
mutagenicity data. Despite the difficulty 
in translating changes in mutation rate 
to alterations in disease frequency, the 
NAS Committee on Chemical 
Environmental! Mutagens has concluded 
that the net effect of an increase in 
mutation rate is harmful because almost 
all mutants with any detectable effect 
are deleterious (2). 


A. Comments on the Introduction 


Many commenters on the proposed 
guidelines of 1980 were critical of the 
statement, “Since the prospect of curing 
most heritable diseases caused by 
mutagens in the near future is unlikely, 
minimizing exposure to mutagens is 
among the best available means to 
protect against further deterioration of 
the human gene pool.” At the present 
time there is no direct evidence in 
humans that heritable diseases are 
being caused by chemical mutagens, and 
there is no evidence of deterioration of 
the gene pool. This sentence has been | 
deleted. 

Several commenters objected to the 
statement, “Mutations are largely 
recognized as being deleterious,” and’ 


pointed ' out that many mutations are 
silent or have no effect. In the current 
proposed Guidelines,. this sentence has 
been changed to read, “It is generally 
recognized that most mutations that are 
phenotypically expressed are in some 
ways deleterious to the organism 
carrying them.” 

One commenter requested. an 
explanation. of how mutagenicity 
guidelines would be administered and 
requested a statement indicating 
requirements for genetic toxicology 
testing in premarket manufacturing 
notices. The Agency believes that the 
language in the current proposed 
Guidelines clearly states that they will 
be used to assess risks associated with 
human exposure to chemical mutagens. 
Requirements for genetic toxicology 
testing are the responsibility of the 
appropriate Agency office. 


B. Concepts Relating to Heritable 
Genetic Risk 


One commenter objected to the 
definition of a mutagen because it was . 
not limited to stable and heritable 
alternations in the DNA. The Agency 
agrees that the ultimate end point of 
concern for the purpose. of the current 
proposed Guidelines is heritable and 
stable mutation. For gene mutations, 
heritability is.an obvious and necessary. 
component, since all tests used to detect 
gene mutations actually detect mutant 
cells or organisms. that are descendants 
of the treated cells. The same is not 
always true for certain cytogenetic end 
points, such as.chromatid breaks, etc., 
which may be detected in the:same cell 
generation in which they occur. Since 
these latter end points provide 
information-relevant to heritable 
mutation, they will be considered in any 
mutagenicity assessment. As a result, 
the Agency feels that the general 
definition of a mutagen as used in these 
Guidelines is appropriate. 


C. Testing Systems 


One commenter felt that most 
cytogenetic end points that are routinely 
evaluated (e.g., chromosome breaks, 
micronuclei) are not-transmitted, and 
therefore, are not germane to the issue 
of heritable mutation. The Agency 
disagrees. Although it is clear that cells 
that carry such aberrations generally do 
not reproduce, other related aberrations 
(i.e., balanced translocations, 
inversions, small duplications, and 
deficiencies) are compatible with cell 
survival in germ cells and can be 
transmitted. Additionally, there is no 
evidence indicating that the: non- 
transmissible aberrations occur by 
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mechanisms different from transmissible 
aberrations. 

Several commenters requested that 
the Agency establish minimal criteria by 
which assays are to be judged for use in 
risk assessment determinations. The 
Agency believes that to list a specific set 
of criteria that must be met for each 
assay before the Agency evaluates data 
would be overly restrictive and 
inappropriate. Data generated in any 
system that measures or correlates with 
a true genetic end point may provide 
some useful information. The Agency 
believes that the general protocols and 
criteria for data evaluation established 
by the expert committees of the Phase-I 
Gene-Tox Program as well as other 
sources provide sufficient guidance for 
those planning to conduct mutagenicity 
tests. 


D. Weight-of-Evidence Approach 


Several commentes suggested that the 
weight-of-evidence section required 
clarification of the phrase, “positive 
response in any two different point 
mutation test systems,” because this 
phrase may be subject to various 
interpretations. The Agency agrees that 
the section as proposed may have been 
subject to misinterpretation. Therefore, 
the current proposed Guidelines define 
sufficient evidence of potential human 
mutagenicity to include positive 
responses in any two different gene 
mutation test systems (one of which 
utilized mammalian cells) or positive 
responses in two different somatic 
cytogenetic tests (one of which utilizes 
mammalian cells), coupled with 
sufficient evidence of germ-cell 
interaction in both caes. Alternatively, 
the combination of a positive finding in 
one mammalian gene mutation assay 
and one mammalian cytogenetics test 
and sufficient evidence of germ-cell 
interaction also provides sufficient 
evidence of potential human 
mutagenicity. The demostration of 
heritable effects induced in mammalian 
germ cells is by itself sufficient evidence 
for mutagenicity. 

Many commenters objected to the 
criterion that considers a chemical 
mutagen a potential human germ-cell 
mutagen if there is “evidence for the 
presence of the test substance and/or its 
matabolites in mammalian gonadal 
organs.” First, they pointed out that the 
presence of a chemical in the testis or 
ovary does not necessarily mean it has 
reacted with germ-cell DNA. Such 
studies are generally performed with 
radiolabeled chemicals, and it is 
possible that metabolism of the 
compound could result in incorporation 
of the radiolabel into normal cellular 
macromolecules. The Agency recognizes 


the shortcomings in the various criteria 
used to determine whether a mutagen 
interacts with germ-cell DNA. As a 
result, in the current Gfidelines, two 
categories of such evidence have been 
adopted. Sufficient evidence that a 
mutagen interacts in the mammalian 
gonad will be the demonstration that an 
agent interacts with germ-cell DNA or 
other chromatin constituents, or that it 
induces such end points as unscheduled 
DNA synthesis, sister chromatid 
exchange (SCE), or chromosomal 
aberrations in germinal cells. Suggestive 
evidence will include advese gonadal 
effects following acute, subchronic, or 
chronic toxicity testing or adverse 
reproductive effects, such as decreased 
fertilization index, reduced sperm count, 
or abnormal sperm morphology. 

One commenter suggested that the 
Agency develop a scale of weighting 
tests which would place more emphasis 
on test systems more relevant to human 
beings. The Agency has explored the 
possibility of developing such a scale 
and has concluded that the assignment 
of fixed values for each test system 
could be overly simplistic and might not 
allow for the consideration of such 
variables as dose range, route of 
exposure, and magnitude of respone. 
The Agency believes that the scheme in 
the current proposed Guidelines, which 
generally gives greater weight to 
mammalian rather than submammalian 
assays and to germ cell rather than 
somatic cell data, is currently the most 
appropriate way to evaluate the 
information from a variety of systems. 


E. Quantitative Assessment of Results 


Several commenters expressed the 
opinion that it is not possible to 
quantitatively express the risk of genetic 
disease from exposure to a chemical, 
and therefore no attempt should be 
made to do so. The Agency does not 
suggest that it is necessarily possible to 
generate a numerical estimate of the 
genetic risk that will result from 
exposure to any particular chemical. It 
is well-recognized and documented that 
the mutational component of certain 
categories of human genetic disease is 
not known. However, mutagenicity data 
have been used to generate semi- 
quantitative estimates of the impact of 
ionizing radiation on genetic disease(5, 
6). The current proposed Guidelines 
state the Agency's commitment to utilize 
existing relevant mutagenicity data to 
give some estimate of potential human 
mutagenicity. All such estimates will 
include a careful delineation of the 
assumptions and uncertainties 
associated with the assessment. 

Many commenters objected to the use 
of “linear or nonthreshold models” for 
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low-dose extrapolation on point 
mutation rates. The Agency 
acknowledges that linearity and the 
presence or absence of a threshold are 
separate issues. The Agency will strive 
to use the most appropriate 
extrapolation model for risk analysis 
and will be guided by the available data 
in this selection. However, it is 
anticipated that for whole-animal germ- 
cell assays, few dose points will be 
available to define a dose-response 
function. In these situations there is a 
theoretical basis for a linear, 
nonthreshold extrapolation provided 
that no major germ-cell killing (and thus 
possible cell selection) has occurred(2, 
7). 

One commenter suggested that for 
quantitative risk it is more appropriate 
to rely on tests for structural 
chromosomal aberrations than on gene 
mutations; particularly since many 
diseases can be more readily associated 
with an identifiable chromosome 
abnormality. The Agency agrees that 
associations between diseases and 
specific chromosomal changes can be 
estimated. This concept is well 
documented and has been discussed at 
length in the NAS report(2). However, 
similar estimates can be made for gene 
mutations, and such techniques have 
been used for some time for effects of 
ionizing radiation(5, 6). Because the ~ 
spectrum of mutational effects induced 
by different chemicals is known to be 
variable, the Agency believes that it is 
necessary to perform estimates on all 
end points. 

One commenter objected to the 
omission of the dominant skeletal and 
cataract mutation systems for 
quantitative risk assessment. The 
Agency recognizes that these dominant 
mutation systems do have relevance in 
the preparation of quantitative risk 
assessment along with specific-locus 
test systems. The current proposed 
Guidelines have been modified to 
include both types of tests. 


III. Proposed Guidelines 
A. Introduction 


This section describes the procedures 
that the U.S. Environmental Protection 
Agency will follow in evaluating the 
potential genetic risk associated with 
human exposure to existing industrial 
chemicals and to pesticides. The central 
purpose of the health risk assessment is 
to provide a judgment concerning the 
weight of evidence that an agent is a 
potential human mutagen with respect 
to transmitted genetic changes, and, if 
so, how great an impact it is likely to 
have on public health. Regulatory 
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decision making involves two 
components: Risk assessment and risk 
management. Risk assessment estimates 
the potential adverse health 
consequences of exposure to toxic 
chemicals; risk management combines 
the risk assessment with the directives 
of the enabling regulatory legislation— 
together with socioeconomic, technical, 
political, and other considerations—to 
reach a decision as to whether or how 
much to control future exposure to the 
chemnicals. The issue of risk 
management will not be dealt with in 
these Guidelines. 

Risk assessment is comprised of the 
following components: Hazard 
identification, dose-response 
assessment, exposure assessment, and 
risk characterization(8). Hazard 
identification is the qualitative risk 
assessment, dealing with the inherent 
toxicity of a chemical substance. The 
qualitative mutagenicity assessment 
answers the question of how likely an 
agent is to be a human mutagen. The 
three remaining components comprise 
quantitative risk assessment, which 
provides a numerica! estimate of the 
public health consequences of exposure 
to an agent. The quantiative 
mutagenicity risk assessment deals with 
the question of how much mutational 
damage is likely to be produced by 
exposure to a given agent under 
particular exposure scenarios. 

In a dose-response assessment, the 
relationship between the dose of a 
chemical and the probability of 
induction of an adverse effect is defined. 
The component generally entails an 
extrapolation from the high goses 
administered to experimental animals or 
noted in some epidemiologic studies to 
the low exposure levels expected from 
human contact with the chemical in the 
environment. 

The exposure assessment identifies 
populations exposed to toxic chemicals, 
describes their composition and size, 
and presents the types, magnitudes, 
frequencies, and durations of exposure 
to the chemcials. This component is 
developed independently of the other 
components of the mutagenicity 
assessment and is addressed in separate 
Agency guidelines(9). 

In risk characterization, the outputs of 
the exposure assessment and the dose- 
response assessment are combined to 
estimate quantitatively the mutation 
risk, which is expressed as either 
esimated increase of generic disease per 
generation or per lifetime, or the 
fractional increase in the assumed 
background mutation rate of humans. In 
each step of the assessment, the 
strengths and weaknesses of the major 
assumptions need to be presented, and 


the nature and magnitude of 
uncertainties need to be characterized. 

The procedures set forth in these 
Guidelines will ensure consistency in 
the Agency's scientific risk assessments 
for mutagenci effects. The necessity for 
a consistent approach to the evaulation 
of mutagenic risk from chemical 
substances arises from the authority 
conferred upon the Agency by a number 
of statutes to regulate potential 
mutagens. As appropriate, these 
Guidelines will apply to statutes 
administered by the Agency, including 
the Federal Insecticide, Fungicide, and 
Rodenticide Act; the Toxic Substances 
Control Act; the Clean Air Act; the 
Federal Water Pollution Control Act; the 
Safe Drinking Water Act; the Resource 
Conservation and Recovery Act; and the 
Comprehensive Environmental 
Response, Compensation, and Liability 
Act. Because each statute is 
administered by separate offices, a 
consistent Agency-wide approach for 
performing risk assessments is 
desirable. 

The mutagencity risk assessments 
prepared pursuant to these Guidelines 
will be utilized within the requirements 
and constraints of the applicable 
statutes to arrive at regulatory decisions 
concerning mutagenicity. The standards 
of the applicable statutes and 
regulations may dictate that additional 
considerations (e.g., the economic and 
social benefits associated with use of 
the chemical substance) will come into 
play in reaching appropriate regulatory 
decisions. 

The Agency is concerned with the risk 
associated with both germ-cell 
mutations and somatic cell mutations. 
Mutations carried in germ cells are 
inherited by future generations and may 
contribute to genetic disease, whereas 
mutations occurring in somatic cells 
may be implicated in the etiology of 
several disease states, including.cancer. 
These Guidelines, however, are only 
concerned with genetic damage as it 
relates to germ-cell mutations. The use 
of mutagenicity test results in the 
assessment of carcinogenic risk is 
described in the proposed Guidelines for 
Carcinogen Risk Assessment(70). 

As a result of the progress in the 
control of infectious diseases, increases 
in average human life span, and better 
procedures for identifying genetic 
disorders, a considerable heritable 
genetic disease burden has been 
recognized in the human population. It is 
estimated that at least 10% of all human 
disease is related to specific genetic 
states, such as abnormal composition, 
arrangement, or dosage of genes and 
chromosomes(2, 6, 11). Such genetic 
diseases can lead to structural or 
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functional health impairments. These 
conditions may be expressed in utero; at 
the time of birth; or during infancy, 
childhood, adolescence, or adult life; 
they may be chronic or acute in nature. 
As a result, they often have a severe 
impact upon the affected individuals 
and their families in terms of physical 
and mental suffering and economic 
losses, and upon society in general, 
which often becomes responsible for 
institutional care of severely affected 
individuals. Some examples of genetic 
conditions are Down's and Klinefelter’s 
syndromes, cystic fibrosis, hemophilia, 
sickle cell anemia, and achondroplastic 
dwarfism. Other commonly recognized 
conditions that are likely to have a 
genetic component include 
hypercholesterolemia, hypertension, 
pyloric stenosis, glaucoma, allergies, 
several types of cancer, and mental 
retardation. These disorders are only a 
few of the thousands that are at least 
partially genetically determined(12). 

Estimation of the fraction of human 
genetic disease that results from new 
mutation is difficult, although in certain 
specific cases insights are available({73). 
lt is clear that recurring mutation is 
important in determining the incidence 
of certain genetic conditions, such as 
some chromesoma! aberration 
syndromes (e.g., Down's) and rare 
dominant and X-linked recessive 
diseases {e.g., achondroplasia and 
hemophilia A). For other single-factor 
conditions (e.g., sickle-cell anemia and 
color blindness) and certain 
multifactorial conditions (e.g., pyloric 
stenosis), the contribution of new 
mutations to disease frequency is 
probably very small. However, it is 
generally recognized that most 
mutations that are phenotypically 
expressed are in some ways deleterious 
to the organism receiving them. Adverse 
effects may be manifested at the 
biochemical, cellular, or physiological 
levels of organization. Although 
mutations are the building blocks for 
further evolutionary change of species, it 
is believed that increases in the 
mutation rate above the spontaneous 
level could lead to an accumulation of 
deleterious mutations in the human 
population and, to a varying extent, an 
increased frequency of expressed 
genetic disease. 

Life in our technological society 
results in exposure to many natural and 
synthetic chemicals. Some have been 
shown to have mutagenic activity in 
mammalian and submammalian test 
systems, and thus may have the 
potential to increase genetic damage in 
the human population. Chemicals 
exhibiting mutagenic activity in various 
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test systems have been found 
distributed among foods, tobacco, drugs, 
food additives, cosmetics, industrial 
compounds, pesticides, and consumer 
products. As our knowledge of genetics 
and disease etiology increases, and 
techniques for detecting mutations in 
human beings improve, we may become 
aware of chemically-induced human 
genetic effects. The extent to which 
exposure to natural and synthetic 
environmental agents may have 
increased the amount of genetic damage 
in the present human population and 
contributed to the mutational “load” 
that will be transmitted to future 
generations is unknown at this time. 
However, for the reasons cited above, it 
seems prudent -to limit exposures to 
potential human mutagens. 


1. Concepts Relating to Heritable 
Mutagenic Risk 


For the purposes of these Guidelines, 
a mutagen is considered a chemical 
substance or mixture of substances that 
can induce alterations in the DNA of 
either somatic or germinal cells. The 
mutagenicity of physical agents (e.g., 
radiations) is not addressed here. There 
are several mutagenic end points of 
concern to the Agency. These include 
point mutations (i.e., submicroscopic 
changes in the base sequence of DNA) 
and structural or numerical chromosome 
aberrations. Structural aberrations 
include deficiencies, duplications, 
inversions, and translocations, whereas 
numerical aberrations are gains or 
losses of whole chromosomes (e.g., 
trisomy, monosomy) or sets of 
chromosomes (haploidy, polyploidy). 

It is conceivable that only one or a 
few molecules of an active compound 
may be sufficient to cause certain types 
of heritable changes in DNA. Mutagenic 
effects may also come about through 
mechanisms other than chemical 
alterations of DNA. Among these are 
interference with normal DNA 
synthesis, or induction of DNA 
misrepair, DNA methylation, abnormal 
nuclear division processes, or lesions in 
non-DNA targets (e.g., protamine, 
tubulin). 

The best evidence that an agent 
induces heritable mutations in human 
beings would be epidemiologic data 
indicating a strong association between 
chemical exposure and a heritable 
response. Such data do not exist at this 
time because any specific mutation is a 
rare event, and only a small fraction of 
the estimated thousands of human genes 
and conditions are currently useful as 
markers in estimating mutation rates. 
Human genetic variability, small 
numbers of offspring per individual, and 
long generation times further 


complicates such studies. In addition, 
only dominant mutations, some sex- 
linked recessive mutations, and certain 
chromosome aberrations can be 
detected in the first generation after 
their occurrence. Conditions caused by 
autosomal recessive mutations (which 
appear to occur more frequently than 
dominants) or by interaction of multiple 
factors may go unrecognized for many 
generations. Therefore, in the absence of 
human germ-cell data, it is appropriate 
to rely on data from experimental 
animal systems. 

Despite species differences in 
metabolism, DNA repair, and other 
physiological processes affecting 
chemical mutagenesis, the virtual 
universality of DNA as the genetic 
material and of the genetic code 
provides a rationale for using various 
nonhuman test systems to predict the 
intrinsic mutagenicity of test chemicals. 
Additional support for the use of 
nonhuman systems is provided by the 
observation that chemicals causing 
genetic effects in one species or test 
system frequently cause similar effects 
in other species or systems. There also 
exists evidence that chemicals can 
induce genetic damage in somatic cells 
of exposed humans. For example, high 
doses of mutagenic chemotherapeutic 
agents have been shown to cause 
chromosomal abnormalities(74), sister 
chromatid exchange(74), and, quite 
probably, point mutations in human 
lymphocytes exposed in vivo({15). While 
these results are not in germ cells, they 
do indicate that it is possible to induce 
mutagenic events in human cells in vivo. 
Furthermore, a wide variety of different 
types of mutations have been observed 
in humans including numerical 
chromosome aberrations, translocations, 
base-pair substitutions, and frameshift 
mutations. Although the cause of these 
mutations is uncertain, it is clear from 
these observations that the human germ- 
cell DNA is subject to the same types of 
mutational events that are observed in 
other species and test systems. 

Certain test systems offer notable 
advantages: Cost; anatomical, 
histological, and/or metabolic 
similarities to humans; suitability for 
handling large numbers of test 
organisms; a large data base; and a 
basis for characterizing genetic 
events(70). 


2. Test Systems 


Many test systems are currently 
available that can contribute 
information about the mutagenic 
potential of a test compound with 
respect to various genetic end points. 
These tests have recently been 
evaluated through the EPA Gene-Tox 
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Programs and the results of Phase I have 
been published{(4). The Agency's Office 
of Pesticides and Toxic Substances has 
published various testing guidelines for 
the detection of mutagenic effects(76, 
17). 

Test systems for detecting point 
mutations include those in bacteria, 
eukaryotic microorganisms, higher 
plants, insects, mammalian somatic cells 
in culture, and germinal cells of intact 
mammals (e.g., the mouse.specific-locus 
test). Positive results in a mouse 
germinal gene-mutation test argue 
strongly that a chemical is a potential 
human mutagen because such tests 
demonstrate that the mutations dccur in 
mammalian germinal cells and are 
transmitted to the next generaton. 
However, because large numbers of 
offspring must usually be generated, it is 
not expected that many chemicals will 
be tested using these systems. To obtain 
data on a large number of 
environmental chemicals, it will be 
necessary to rely on other tests to 
identify and characterize hazards from 
gene mutations. 

Test systems for detecting structural 
chromosome aberrations have been 
developed in a variety of organisms 
including higher plants, insects, fish, 
birds, and several mammalian species. 
Many of these assays can be performed 
in vitro or in vivo, and in either germ or 
somatic cells. Procedures available for 
detecting structural chromosome 
aberrations in mammalian germ cells 
include measurement of heritable 
translocations or dominant lethality, as 
well as direct cytogenetic analyses of 
germ cells and early embryos in rodents. 

Some chemicals may cause numerical 
chromosome changes {i.e., aneuploidy) 
as their sole mutagenic effect. These 
agents may not be detected as mutagens 
if evaluated only in tests for DNA 
damage, gene mutations, or chromosome 
breakage and rearrangement. Therefore, 
it is important to consider tests for 
changes in chromosome number in the 
total assessment of mutagenic hazards. 
Although tests for the detection of 
variation in the chromosome number are 
still at an early stage of development, 
systems exist in such diverse organisms 
as fungi, Drosophila, mammalian cells in 
culture, and intact mammals (e.g., mouse 
X-chromosome loss assay). 
Nondisjunction and chromosome lagging 
are recognized sources of numerical 
aberrations. Aneuploidy can also arise 
from chromosome breakage and reunion 
followed by segregation(78). The 
mechanmisms by which nondisjunction 
occurs are not well understood. 
However, proteins (e.g., spindle 
apparatus), rather than DNA, may be 
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the target molecules for at least some 
mechanisms of induced nondisjunction. 

Other end points that provide 
information bearing on the mutagenicity 
of a chemical can be detected by a 
variety of test systems. Such tests 
measure DNA damage in eukaryotic or 
prokaryotic cells, unscheduled DNA 
synthesis in mammalian somatic and 
germ cells, mitotic recombination and 
gene conversion in yeast, and sister- 
chromatid exchange in mammalian 
somatic and germ cells. Results in these 
assays are useful because the induction 
of these end points often correlates 
positively with the potential of a 
chemical to induce mutations. 

In general, for all three end points (i.e., 
point mutations and numerical and 
structural aberrations) the Agency will 
place greater weight on tests conducted 
in germ cells than in somatic cells, on 
tests performed in vivo rather than in 
vitro, in eukaryotes rather than 
prokaryotes, and in mammalian species 
rather than in submammalian species. 
Formal numerical weighting systems 
have been developed(19); however, the 
Agency has concluded that these do not 
readily accommodate such variables as 
dose range, route of exposure, and 
magnitude of response. 

The Agency anticipates that from time 
to time data from chemically-exposed 
human beings will be available (e.g., 
cytogenetic markers in peripheral 
lymphocytes). When posssible, the 
Agency will use such data in 
conjunction with other studies for the 
purpose of performing risk assessments. 

The test systems mentioned 
previously are not the only ones that 
will provide evidence of mutagenicity or 
related DNA effects. These systems are 
enumerated merely to demonstrate the 
breadth of the available techniques for 
characterizing mutagenic hazards, and 
to indicate the types of data that the 
Agency will consider in its evaluation of 
mutagenic potential of a chemical agent. 
Most systems possess certain 
limitations that must be taken into 
account. The selection and performance 
of appropriate tests for evaluating the 
risks associated with human exposure to 
any suspected mutagen will depend on 
sound scientific judgment and 
experience, and may necessitate 
consultation with geneticists familiar 
with the sensitivity and experimental 
design of the test system in question. In 
view of the rapid advances in test 
methodology, the Agency expects that 
both the number and quality of the tools 
for assessing genetic risk to human 
beings will increase with time. The 
Agency will closely monitor 
developments in mutagenicity 
evaluation and will refine its risk 


assessment scheme as better test 
systems become available. 


B. Qualitative Assessment (Hazard 
Identification) 


The assessment of potential human 
germ-cell mutagenic risk is a multistep 
process. The first step is an analysis of 
the evidence bearing on a chemical’s 
ability to induce mutagenic events, 
while the second step involves an 
analysis of its ability to produce these 
events in the mammalian gonad. All 
relevant information is then integrated 
into a weight-of-evidence scheme which 
presents the strength of the information 
bearing on the chemical's potential 
ability to produce mutations in human 
germ cells. For chemicals demonstrating 
this potential, one may decide to 
proceed with an evaluation of the 
quantitative consequences of mutation 
following expected human exposure. 

For hazard identification, it is clearly 
desirable to have data from mammalian 
germ-cell tests, such as the mouse 
specific-locus test for point mutations 
and the heritable translocation or germ- 
cell cytogenetic tests for structural 
chromosome aberrations. It is 
recognized, however, that in most 
instances such data will not be 
available, and alternative means of 
evaluation will be required. In such 
cases the Agency will evaluate the 
evidence bearing on the agent's 
mutagenic activity and the agent's 
ability to reach and interact with or 
affect the mammalian gonadal target. 
When evidence exists that an agent 
possesses both these attributes, it is 
reasonable to deduce that the agent is a 
potential human germ-cell mutagen. 


1. Mutagenic Activity 


In evaluating chemicals for mutagenic 
activity, a number of factors will be 
considered: (1) Genetic end points (e.g., 
gene mutations, structural or numerical 
chromosomal aberrations) detected by 
the test systems, (2) sensitivity and 
predictive value of the test systems for 
various classes of chemical compounds, 
(3) number of different test systems used 
for detecting each genetic end point, (4) 
consistency of the results obtained in 
different test systems and different 
species, (5) aspects of the dose-response 
relationship, and (6) whether the tests 
are conducted in accordance with 
appropriate test protocols agreed upon 
by experts in the field. 

The array of mutagenicity tests 
available will be reviewed within the 
following qualitative perspective: 
greater weight will be attributed to tests 
conducted in germ cells than in somatic 
cells, to studies in mammalian cells than 
in submammalian cells, and to studies in 
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eukaryotic cells than in prokaryotic 
cells. 


2. Chemical Interactions in the 
Mammalian Gonad 


Evidence for chemical interaction in 
the mammalian gonad spans a range of 
different types of findings. Each 
chemical under consideration needs to 
be extensively reviewed since this type 
of evidence may be part of testing 
exclusive of mutagenicity per se (e.g., 
reproduction, metabolism, and 
mechanistic investigations). Although it 
is not pessible to classify clearly each 
type of information that may be 
available on a chemical, two possible 
groups are illustrated. 

Sufficient evidence of chemical 
interaction is given by the 
demonstration that an agent interacts 
with germ-cell DNA or other chromatin 
constituents, or that it induces such end 
points as unscheduled DNA synthesis, 
sister-chromatid exchange, or 
chromosomal aberrations in germinal 
cells. Positive results in a mammalian 
germ-cell mutation study also 
demonstrate the action of the chemical 
in the gonadal target cells. 

b. Suggestive evidence will include 
the finding of adverse gonadal effects 
following acute, subchronic, or chronic 
toxicity testing, or findings of adverse 
reproductive effects, which are 
consistent with interaction with germ 
cells. 


3. Weight-of-Evidence Determination 


The evidence for a chemical’s ability 
to produce mutations and to interact 
with the germinal target are integrated 
into a weight-of-evidence judgment that 
the agent may pose a hazard as a 
potential human germ-cell mutagen. All 
information bearing on the subject, 
whether indicative of potential concern 
or not, must be evaluated. Whatever 
evidence may exist from humans must 
also be factored into the assessment. 

Information available will vary 
greatly from chemical to chemica! 
because there are many mutagenicity 
test systems, and there has been no 
systematic attempt to develop 
information on all chemicals of concern. 
The responses noted for different tests 
may also vary from chemical to 
chemical since often one does not find 
consistent positive or negative results 
across all tests. Chemicals may show 
positive effects for some end points in 
some test systems, but negative 
responses in others. Each review must 
take into account the limitations in the 
testing and in the types of responses 
that may exist. 





To provide guidance as to the 
categorization of the weight of evidence, 
a classification scheme is presented to 
illustrate, in a simplified sense, the 
strength of the information bearing on 
the potential for human germ-cell 
mutagenicity (Table 1). It is not possible 
to illustrate all potential combinations of 
evidence, and considerable judgment 
must be exercised in reaching 
conclusions. The factors illustrated in 
Table 1 and discussed previously in 
sections 1, 2, and 3 must all be 
considered in making an assessment of 
mutagenicity. In addition, certain 
responses in tests that do not measure 
well-defined mutagenic end points (e.g.. 
SCE induction in mammalian germ cells) 
or germ-cell tests in higher eukaryotes 
(e.g., Drosophila tests) may provide a 
basis for raising the weight of evidence 
from one category to another.. 

Sufficient evidence for potential 
human germ-cell mutagenicity would 
include cases in which positive 
responses are demonstrated in a 
mammalian germ-cell test. Also, in 
general, sufficient evidence exists when 
there is confirmed mutagenic activity in 
other test systems (positive responses in 
at least two different test systems, at 
-zast one of which is in mammalian 
ceils), and there is sufficient evidence 
ior germ-cell interaction as defined 
above. 

Suggestive evidence encompasses a 
weight-of-evidence category between 
sufficient and limited that includes 
cases in which there is some evidence 
for mutagenic activity and for 
interaction with germ cells. 

Limited evidence for potential human 
germ-cell mutagenicity exists when 
evidence is available only for 
mutagenicity tests (other than 
mammalian germ cells) or only for 
chemical interactions in the gonad. 


Table 1.—Classification of Weight of 
Evidence for Potential Human Germ-Cell 
Mutagenicity * 


1. Sufficient evidence exists when positive 
responses are demonstrated in: 

a. at least one in vivo mammalian germ-cell 
mutation test, or 

b. at least two point mutation tests (at least 
one in mammalian cells) plus sufficient 
evidence that the chemical interacts with 
mammalian germ cells, or 

c. least two structural chromosome 


* Takes into consideration the extent, 
quality, and consistency of responses bearing 
on an agent's ability to product mutagenic 
events and to interact with the mammalian 
gonadal target. Nonmutagenic test responses 
(e.g.. SCE in germ cells) may help to elevate 
evidence of mutagenicity from one category 
to another. 


2. Suggestive evidence exists in those cases 
in which there are positive data for both 
mutagenic activity and evidence for chemical 
interactions in the gonad, but the evidence is 
less than sufficient. This category is 
potentially large and heterogeneous in nature 
and ranges from almost sufficient to 
essentially limited. 

3. Limited evidence denotes a situation in 
which the evidence is limited to information 
on mutagenic activity or to evidence of 
chemical reactivity in the target. 
aberration tests (at least one in mammalian 
cells) plus sufficient evidence that the 
chemical interacts with mammalian germ 
cells, or 

d. ene gene mutation assay in mammalian 
cells and one structural chromosome 
aberration test in mammalian cells and 
sufficient evidence for chemical interaction 
with mammalian germ cells. 


Designation of evidence as limited does 
not preclude the use of such information 
to set priorities for further testing or to 
support a case for potential 
carcinogenicity. 

Although definitive proof of 
nonmutagenicity is not possible, it 
seems appropriate that a chemical could 
be classified operationally as not a 
human germ-cell mutagen, if it gives 
negative responses in those test systems 
that together fulfill the criteria (i.e., all 
relevant end points) for sufficient 
evidence of a potential human germ-cell 
mutagen, providing that all assays have 
been properly performed. Test systems 
used to define a negative should be 
capable of detecting weak responses 
(adequate statistical power) and should 
be appropriate for the chemical or class 
of chemicals under investigation. 

Negative evidence of chemical 
interaction in the gonad in the presence 
of evidence of mutagenic activity may 
still signal some concern in regard to 
somatic effects(10). Other combinations 
of relevant information will most likely 
require case-by-case evaluation. It may 
also be possible to operationally define 
a chemical as not being a human germ- 
cell mutagen based on negative results 
from other assays which provide 
information about mutagenicity and/or 
interaction with germ-cell chromatin. 


C. Quantitative Assessment 


The preceding section addressed 
primarily the processes of hazard 
identification, i.e., the determination of 
whether a substance is a potential germ- 
cell mutagen. Often, no further data will 
be available, and judgments will need to 
be based on mainly qualitative criteria. 
For quantitative risk assessment, further 
information is required, namely, 
determination of the heritable effect per 
unit of exposure (dose-response) and the 
relationship between mutation rate and 
disease incidence. Dose-response 
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information is combined with 
anticipated levels and patterns of 
human exposure in order to derive a 
quantitative assessment (risk 
characterization). 


1. Dose-Response 


Two approaches to obtaining dose- 
response data are available. One 
approach requires experimental data on 
germinal mutations induced in intact 
mammals. Several test systems may 
provide such information, e.g., the 
mouse heritable translocation, dominant 
skeletal, dominant cataract, and 
specific-locus tests. Although the 
dominant skeletal and cataract assays 
have the advantage of measuring 
dominant mutations, the heritability of 
observed effects has not been clearly 
demonstrated. The experimental data on 
induced mutation frequency are usually 
obtained at exposure levels much higher 
than those that will be experienced by 
human beings. An assessment of human 
risk is obtained by extrapolating the 
induced mutation frequency or the 
observed phenotypic effect downward 
to the approximate level of anticipated 
human exposure. 

The Agency will strive to use the most 
appropriate extrapolation models for 
risk analysis and will be guided by the 


’ available data and mechanistic 


considerations in this selection. 
However, it is anticipated that for tests 
involving germ cells of whole mammals, 
few dose points will be available to 
define dose-response functions. In these 
situations certain theoretical 
considerations will apply(20). For point 
mutations, linear extrapolations with no 
threshold may be used as a conservative 
approximation, provided the results 
allow one to rule out major germ-cell 
selection. Foy structural chromosome 
rearrangements such as heritable 
translocations, linear extrapolation of 
the experimental data is thought to 
overestimate the risks at low levels of 
exposure and use of a multiple-hit model 
is more appropriate. 

The second experimental approach for 
quantitative assessment of genetic risk 
uses molecular dosimetry data from 
intact mammals in conjunction with 
mutagenicity and dosimetry data from 
other validated test systems(27). The 
intact mammal is used primarily for 
relating the exposure level for a given 
route of administration of a chemical to 
germ-cell dose, i.e., the level of mutagen- 
DNA interactions. This information is 
then used in conjunction with results 
obtained from mutagenicity test systems 
in which the relationship between the 
induction of mutations and chemical 
interactions with DNA can be derived. 
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Using mutagen-DNA interactions as the 
common denominator, a relationship 
can be constructed between mammalian 
exposure and the induced mutation 
frequency. The amount of DNA binding 
induced by a particular chemical agent 
may often be determined at levels of 
anticipated human exposure. This 
approach is still experimental and its 
application involves many unknowns, 
such as possible differences between 
mammalian germ cells and cells of the 
reference system with regard to types of 
genetic damage induced and magnitude 
of repair. 

For some mutagenic events, DNA may 
not necessarily be the critical target. 
Interaction of chemicals with other 
macromolecules, such as tubulin, which 
is involved in the separation of 
chromosomes during nuclear division, 
can lead to chromosomal 
nondisjunction. At present, general 
approaches are not available for dose- 
response assessments for these types of 
mutations. Ongoing research should 
provide the means to make future 
assessments on chemicals causing 
aneuploidy. 


*. Exposure Assessment 


ne exposure assessment identifies 
populations exposed to toxic chemicals, 
describes their composition and size, 
and presents the types, magnitudes, 
frequencies, and durations of exposure 
to the chemicals. This component is 
developed independently of the other 
components of the mutagenicity 
assessment(9). 


3. Risk Characterization 


In performing mutagenicity risk 
assessments, it is important to consider 
each genetic end point individually. For 
example, although certain chemical 
substances that interact with DNA may 
cause both point and chromosomal 
mutations, it is expected that the ratio of 
these events may differ for individual] 
chemicals and between doses for a 
given chemical. Furthermore, 
transmissible chromosomal aberrations 
appear to be inducible with higher 
frequencies in meiotic and postmeiotic 
germ-cell stages, which have a brief life 
span, than in spermatogonial stem cells, 
which can accumulate genetic damage 
throughout the reproductive life of an 
individual. For these reasons, when data 


are available, the Agency, to the best 
extent possible, will assess risks 
associated with all genetic end points. 

Any risk assessment should clearly 
delineate the strengths and weaknesses 
of the data, the assumptions made, the 
uncertainties in the methodology, and 
the rationale used in reaching the 
conclusions, e.g., similar or different 
routes of exposure and metabolic 
differences between humans and test 
animals. When possible, quantitative 
risk assessments should be expressed in 
terms of the estimated increase of 
genetic disease per generation or per 
lifetime, or the fractional increase in the 
assumed background spontaneous 
mutation rate of humans(5). Examples of 
quantitative risk estimates have been 
published (6, 22); these examples may be 
of use in performing quantitative risk 
assessments for mutagens. 
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Proposed Guidelines for the Health 
Assessment of Suspect 
Developmental Toxicants 


AGENCY: Environmental Protection 
Agency (EPA). 

ACTION: Proposed Guidelines for the 
Health Assessment of Stispect 
Developmental Toxicants and Request 
for Comments. 


SUMMARY: The U.S. Environmental 
Protection Agency is proposing 
Guidelines for the Health Assessment of 
Suspect Developmental Toxicants 
(Guidelines). These Guidelines are 
proposed for use within the policy and 
procedura! framework provided by the 
various statutes that EPA administers to 
guide Agency analysis of developmental 
toxicity data. We solicit public comment 
and will take public comment into 
account in revising these Guidelines. 
The Guidelines will be reviewed by the 
Science Advisory Board in meetings 
now tentatively scheduled for April 
1985. 

These proposed Guidelines were 
developed as part of a broad guidelines 
development program under the 
auspices of the Office of Health and 
Environmental Assessment (OHEA), 
located inthe Agency's Office of 
Research and Development. Consonant 
with the role of OHEA’s Reproductive 
Effects Assessment Group (REAG) as 
the Agency’s senior health committee 
for developmental toxicity assessment, 
the Guidelines were developed by an 
Agency-wide working group chaired by 
the REAG. 


DATE: Comments must be postmarked 
by January 22, 1985. 


ADDRESSES: Comments may be mailed 
or delivered to: Dr. Carole A. Kimmel, 
Reproductive Effects Assessment Group 
(RD-689), Office of Health and 
Environmental Assessment, U.S. 
Environmental Protection Agency, 401 M 
Street, SW., Washington, DC 20460. 

FOR FURTHER INFORMATION CONTACT: 
Dr. Carole A. Kimmel, telephone: 202- 
382-7331. 


SUPPLEMENTARY INFORMATION: A 
preliminary draft of the Guidelines was 
sent for review to approximately 20 
scientists in the field of developmental 
toxicology within government, 
universities in the United States, and the 
private sector. Comments received from 
these reviewers, generally favorable, 
were taken into account in developing 
the Guidelines proposed here. 


References and supporting documents 
used in the preparation of these 
Guidelines as well as comments 
received are available for inspection 
and copying at the Public Information 
Reference Unit (202-382-5926), EPA 
Headquarters Library, 401 M Street, 
SW., Washington, DC, between the 
hours of 8:00 a.m. and 4:30 p.m. 


Dated: November 9, 1984. 
William D. Ruckelshaus, 
Administrator. 
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I. Introduction 


These Guidelines describe the 
procedures that the U.S. Environmental 
Protection Agency will follow in 
evaluating potential developmental 
toxicity associated with human 
exposure to environmental toxicants. In 
the past, the Agency has sponsored 
conferences and issued publications 
which addressed issues related to such 
evaluations(Z, 2, 3). These publications 
provided some of the scientific basis for 
these risk assessment Guidelines, and 
testing guidelines have provided 
protocols designed to determine the 
potential of a test substance to induce 
structural and/or other abnormalities in 
the developing conceptus. The Agency's 
authority to regulate substances that 
have the potential to interfere adversely 
with human development is derived 
from a number of statutes which are 
implemented through multiple offices 
within the Agency. Because many 
different offices evaluate developmental 
toxicity, there is a need for intra-agency 
consistency in the approach to assess 
these types of effects. The procedures 
described here will promote consistency 


Federal Register / Vol. 49, No. 227 / Friday, November 23, 1984 / Notices 


in the Agency's assessment of 
developmental toxic effects. 
Approximately 50% of human 
conceptuses fail to reach term(3, 4); 
approximately 3% of newborn children 
are found to have one or more 
significant congenital malformations at 
birth, and, by the end of the first 
postnatal year, about 3% more are found 
to have serious developmental defects 
(5, 6). It is estimated that 20% of human 


‘ congenital malformations are caused by 


mutations, 10% are attributable to 
known environmental factors, and the 
remainder result from unknown causes 
(7). 

Numerous agents have been shown to 
be developmental toxicants in animal 
test systems(8). Several of them have 
also been shown to be the cause of 
adverse developmental effects in 
humans, including alcohol, aminopterin, 
busulfan, chlorobipheny]s, 
diethylstilbestrol, isotretinoin, organic 
mercury, thalidomide, and valproic acid 
(9, 10, 12, 12). Exposure to agents 
affecting development generally results 
in multiple manifestations 
(malformation, functional impairment, 
altered growth, and/or lethality). 
Therefore, assessment efforts should 
encompass a wide array of adverse 
developmental end points such as 
spontaneous abortions, stillbirths, 
malformations, and other adverse 
functional physical changes that occur 
postnatally. 

The developmental toxicity 
assessments prepared pursuant to these 
Guidelines will be utilized within the 
requirements and constraints of the 
applicable statutes to arrive at _ 
regulatory decisions concerning 
developmental toxicity. These 
Guidelines provide a general format for 
analyzing and organizing the available 
data for conducting risk assessments. 
The Guidelines do not change any 
statutory or regulatory prescribed 
standards for the type of data necessary 
for regulatory action. Moreover, risk 
assessment is just one component of the 
regulatory process and defines the 
adverse health consequences of 
exposure to a toxic agent. The other 
component, risk management, combines 
risk assessment with the directives of 
the enabling regulatory legislation 
together with socio-economie, technical, 
political, and other considerations to 
reach a decision as to whether or how 
much to control future exposure to the 
suspected toxic agent. The issue of risk 
management will not be addressed in 
these Guidelines. 

The National Research Council(123) 
has defined risk assessment as being 
comprised of some or all of the following 
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components: hazard identification, dose- 
response assessment, exposure 
assessment, and risk characterization. In 
general, the process of assessing the risk 
of human developmental toxicity may 
be adapted to this format. However, due 
to special considerations in assessing 
developmental toxicity, which will be 
discussed later in these Guidelines, it is 
not always appropriate to follow the 
exact standards as defined for each 
component. 

Hazard identification is the 
qualitative risk assessment in which all 
available experimental animal and 
human data are used to determine if an 
agent is likely to cause developmental 
toxicity. In considering developmental 
toxicity, these Guidelines will address 
not only malformations, but also fetal 
wastage, growth alteration, and 
functional abnormalities that may result 
from developmental exposure to 
environmental agents. 

The dose-response assessment 
defines the relationship of the dose of an 
agent and the occurrence of 
developmental toxic effects. According 
to the National Research Council(723), 
this component would usually include 
the results of an extrapolation from high 
doses administered to experimental 
animals or noted in epidemiologic 
studies to the low exposure levels 
expected for human contact with the 
agent in the environment. However, 
since at present there is no 
mathematical extrapolation model that 
is generally accepted for developmental 
toxicity, the Agency, for the most part, 
continues to use safety factors and 
margins of safety, which will be 
discussed in these Guidelines. 

The exposure assessment identifies 
populations exposed to the agents, 
describes their composition and size, 
and presents the types, magnitudes, 
frequencies, and durations of exposure 
to the agent. 

In risk characterization, the exposure 
assessment and the dose-response 
assessment are combined to estimate 
some measure of the risk of 
developmental toxicity. As part of risk 
characterization, a summary of the 
strengths and weaknesses in each 
component of the assessment are 
presented along with major 
assumptions, scientific judgments, and, 
to the extent possible, estimates of the 
uncertainties. 


Il. Definitions and Terminology 


The Agency recognizes that there are 
differences in the use of terms in the 
field of developmental toxicology. For 
the purposes of these Guidelines the 
following definitions and terminology 
will be used. 


Developmental Toxicology—The field 
dealing with the induction of adverse 
effects on the developing organism 
occurring up to the time of puberty. The 
manifestations of developmental 
toxicity include: (1) Death of the 
developing organism, (2) structural 
abnormality (teratogenicity), (3) altered 
growth, and (4) functional deficiency. 

Embryotoxicity and Fetotoxicity— 
Any toxic effect’on the conceptus as a 
result of prenatal exposure; the 
distinguishing feature between the terms 
is the period during which the insult 
occurred. The terms, as used here, 
include malformation, altered growth, 
and in utero death. 

Altered Growth—A significant 
alteration in fetal or neonatal organ or 
body weight. Body weight may or may 
not be accompanied by a change in 
crown-rump length and/or in skeletal 
ossification. Altered growth can be 
induced at any stage of development, 
may be reversible, or may result in a 
permanent change. 

Functional Teratology—The field 
dealing with the causes, mechanisms, 
and manifestations of alterations or 
delays in functional competence of the 
organism or organ system following 
exposure to an agent during critical 
periods of development either pre- or 
postnatally. 

Malformations and Variations—A 
malfunction is usually defined as a 
permanent structural deviation which 
generally is incompatible with or 
severely detrimental to normal postnatal 
survival or development. A variation is 
usually defined as a divergence beyond 
the usual range of structural constitution 
but which may not have as severe an 
effect on survival or health as a 
malformation. Distinguishing between 
variations and malformations is difficult 
since there exists a continuum of 
responses from the normal to the 
extreme deviant. There is no generally 
accepted classification of malformations 
and variations. Other terminology that is 
often used but no better defined, 
includes anomalies, deformations, and 
aberrations. 


III. Qualitative Assessment (Hazard 
Identification of Developmental 
Toxicants) 


Developmental toxicity studies 
provide a number of end points that are 
useful for evaluating the potential of an 
agent to produce adverse outcomes of 
pregnancy. The four types of effects on 
the conceptus that may be produced by 
in utero exposure to toxicants include 
death, structural abnormality, altered 
growth, and functional deficits. Of these, 
the first three effects are measured in 
the conventional developmental toxicity 
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(teratogenicity) protocol (discussed 
below), while functional deficits are 
seldom evaluated in routine 
assessments of environmental agents. 
This section will discuss the format and 
analysis of conventional studies as well 
as the use of data from other types of 
studies, including functional studies, 
short-term tests, and pharmacokinetics. 


A. Conventional Developmental 
Toxicology Protocols: End Points and 
Their Interpretation 


The most commonly used protocol for 
assessing developmental toxicity 
involves the administration of a test 
substance to pregnant animals (usually 
mice, rats, or rabbits) during the period 
of major organogenesis, evaluation of 
maternal responses throughout 
pregnancy, and examination of the dam 
and the uterine contents just prior to 
term(2, 3, 14, 15). Other protocols may 
use exposure periods of one to a few 
days to investigate periods of particular 
sensitivity for induction of anomalies in 
specific organs or organ systems(76). 
Fetuses alive at maternal sacrifice are 
thoroughly evaluated for alterations in 
morphological development. Because 
the relationship of maternal and fetal 
toxicity is important in assessing the 
developmental toxicity of an agent, 
dose-response data are important. 
Ideally, study designs should include a 
high dose, which produces some 
maternal toxicity {i.e., a level that 
produces marginal but significantly 
reduced body weight or weight gain 
during pregnancy up to a level that 
produces no more than 10% maternal 
mortality), a low dose, which 
demonstrates a no observed effect level 
(NOEL) for maternal and/or fetal 
effects, and at least one intermediate 
dose level. Test animals should be 
selected based on considerations of 
species, strain, age, weight, and health 
status, and should be randomized to 
dose groups in order to reduce bias and 
provide a basis for performing valid 
statistical tests. Replication of the study 
is desirable and strengthens the 
confidence of data interpretation. 

The next two sections discuss 
individual end points of maternal and 
developmental toxicity, respectively, as 
measured in the conventional 
developmental toxicity study. The third 
section deals with the integrated 
evaluation of al! data including the 
relative effects of exposure on maternal 
animals and their offspring. 


1. End Points of Maternal Toxicity 


A number of end points that may be 
observed as indicavors of maternal 
toxicity are listed in Table 1. Maternal 





mortality is an obvious end-point of 
maternal toxicity; however, a number of 
other end points can be observed which 
may give an indication of the subtle 
effects of the agent. For example, in 
well-conducted studies the end point, 
percent pregnant, indicates the general 
fertility rate of the animal stock used 
and is an important indicator of toxic 
effects if treatment begins prior to 
implantation. 


Table 1—End Points of Maternal Toxicity 


Mortality 
Percent Pregnant (includes all litters with 
implants) 
Body Weight 
Treatment days (at least first, middle, and 
last treatment days) Sacrifice day 
Body Weight Change 
Throughout Gestation 
During treatment (including increments of 
time within treatment period) 
Post-treatment to sacrifice 
Corrected maternal (body weight change 
throughout gestation minus gravid 
uterine weight or litter weight at 
sacrifice) 
Organ Weights (in cases of suspected specific 
organ toxicity) 
Absolute 
Relative to body weight 
Food and Water Consumption (where 
relevant) 
Clinical Signs (on days of treatment and at 
sacrifice) 
Daily weight changes during treatment 
Types and incidence of clinical signs 


Body weight and the change in body 
weight are viewed collectively as 
indicators of maternal toxicity for most 
species, although these end points may 
not be as useful in rabbits, because 
body weight changes in rabbits are not 
good indicators of pregnancy status. 
Body weight changes may provide more 
information than a daily body weight 
measured during treatment or during 
gestation. Changes in weight during 
treatment could occur that would not be 
reflected in the overall weight change 
throughout gestation, because of 
compensatory weight gain that may 
occur following treatment but before 
sacrifice. For this reason, changes in 
weight during treatment can be 
examined as another indicator of 
maternal toxicity. 


Changes in maternal body weight 
corrected for gravid uterine weight at 
sacrifice may indicate whether the effect 
is primarily maternal or fetal. For 
example, there may be a signficant 
reduction in weight gain throughout 
gestation and in gravid uterine weight, 
but no change in corrected maternal 
weight gain which would indicate 
primarily an intrauterine effect. 
Conversely, a change in corrected 


weight gain and no change in gravid 
uterine weight suggests primarily 
maternal toxicity and little or no 
intrauterine effect. An alternate estimate 
of maternal weight change during 
gestation can be obtained by subtracting 
the sum of the weights of the fetuses. 
However, this weight does not include 
the uterine tissue, placental tissue, or 
the amniotic fluid. 

Changes in other end points should 
also be determined. For example, 
changes in relative and absolute organ 
weights may be signs of maternal effect 
when an agent is suspected of causing 
specific organ toxicity. Food and water 
consumption data are useful, especially 
if the agent is administered in the diet or 
drinking water. The amount ingested 
(total and relative to body weight) and 
the dose of the agent (relative to body 
weight) can then be calculated, and 
changes in food and water consumption 
with treatment can be evaluated along 
with changes in body weight and body 
weight gain. Consumatory data are also 
useful when an agent is suspected of 
affecting appetite, water intake, or 
excretory function. Clinical signs of 
toxicity may also be used as indicators 
of maternal toxicity. Daily body weight 
changes during treatment along with 
clinical observations may be useful in 
describing the profile of maternal 
toxicity. 


2. End Points of Developmental Toxicity 


Because the maternal animal and not 
the conceptus is the individual treated 
during gestation, statistical analysis of 
the data should consider both the 
individual fetus and the litter. Table 2 
indicates the way in which fetal and 
litter end points can be expressed. 


Table 2.—End Points of Developmental 
Toxicity 


All litters 


No. implantation sites/dam 
No. corpora’ lutea (CL)/dam* 
Percent Preimplantation.loss 
. and percent live fetuses/litter 
. and percent resorptions/litter 
. and percent litters with resorptions 
. and percent late fetal deaths/litter 
. and percent nonlive (late fetal deaths + 
resorptions) implants/litter 
No. and percent litters with nonlife implants 
No. and percent affected (nonlive + 
malformed) implants/litter 
No. and percent with affected implants 
No. and percent litters with total resorptions 


Litters with live fetuses 


No. and percent litters with live fetuses 
No. and percent live fetuses/litter 

No. males/litter 

No. females/litter 


Federal Register / Vol. 49; No. 227 / Friday, November 23, 1984 / Notices 


No. ratio/litter 

Mean (x) fetal body weight/litter 

Mean (x) male body weight/litter 

Mean (x) female body weight/litter 

No. and percent externally malformed 
fetuses/litter 

No. and percent viscerally malformed 
fetuses/litter 

No. and percent skeletally malformed 
fetuses/litter 

No. and percent malformed fetuses/litter 

No. and percent litters with malformed 
fetuses 

No. and percent malformed males/litter 

No. and percent malformed females/litter 

No. and percent fetuses with variations/litter 

No. and percent litters having fetuses with 
variations 

Types and incidence of individual 
malformations 

Types and incidence of individual variations 

Individual fetuses and their malformations 
and variations (grouped according to litter 
and dose) 
* Only when treatment begins prior to 

implantation. May be difficult in mice. 


When treatment begins prior to 
implantation, an increase in 
preimplatation loss could indicate an 
adverse effect either on the developing 
blastocyst or on the process of 
implantation itself. Further studies 
would be necessary to determine the 
cause and extent of this type of effect. 

The number of live fetuses per litter, 
based on all litters, includes any litters 
that have no live implants. On the other 
hand, total nonlive implants 
(postimplantation loss), is a combination 
of the end points, resorptions, and late 
fetal deaths. An increased incidence per 
litter for any of the end points indicating 
postimplantation loss would be 
considered a significant toxic effect to 
the conceptus. The number of litters 
showing an increased incidence for 
these. end points is less useful than 
incidence per litter, because a litter is 
counted whether it has one or all 
resorbed, dead, or nonlive implants. 

A statistically significant increase in 
postimplantation loss following 
exposure to-an agent is a severe form of 
developmental toxicity, but there is 
considerable interlitter variability in the 
incidence of postimplantation loss(17). If 
a statistically significant increase is 
found after exposure to an agent, the 
data may be compared not only with 
concurrent controls, but also with recent 
historical control data. If a given study 
control group exhibits an unusually high 
or low incidence of postimplantation 
loss compared to historical controls, 
then scientific judgment would have to 
be used to determine the adequacy of 
the studies for risk assessment purposes. 

The end point for affected implants 
(i.e., the combination of nonlive and 
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malformed conceptuses) given an 
indication of the total intrauterine 
response to an agent and sometimes 
reflects a better dose-response 
relationship than each taken 
individually. This is especially true at 
the high end of the dose-response curve 
in cases where most implants die in 
utero. In such cases, the malformation 
rate may appear to decrease because 
only unaffected fetuses have survived to 
term. If the incidence of prenatal death 
or malformation is unchanged, then the 
incidence of affected implants will not 
provide any additional information. 

The number of live fetuses per litter, 
based on those litters that have one or 
more live fetuses, may be unchanged 
even though the incidence of nonlive in 
all litters is increased. This could occur 
either by an increase in the number of 
litters with no live fetuses or by an 
increase in the number of implants per 
litter. A decrease in the number of live 
fetuses per litter should be accompanied 
by an increase in the incidence of 
nonlive implants per litter, unless the 
implant numbers differ among dose 
groups. 

The sex ratio per litter, as well as the 
body weights of males and females, can 
be examined to determine whether or 
not one sex is preferentially affected by 
the agent. However, this is an unusual 
occurrence. 

A change in fetal body weight is a 
sensitive indicator of developmental 
toxicity, in part because it is a 
continuous variable. In some cases, fetal 
weight reduction may be the only 
indicator of developmental toxicity; if 
so, there is always a question remaining 
as to whether weight reduction is a 
permanent or transitory effect. When 
fetal weight reduction is the only 
indicator of developmental toxicity, data 
from the two-generation reproduction 
study(3) may be useful for evaluating 
these parameters. Ideally, follow-up 
studies to evaluate postnatal viability, 
growth, and survival through weaning 
should be conducted. There are other 
factors that should be considered in the 
evaluation of fetal weight changes. For 
example, in polytocous animals, fetal. 
weight is usually inversely correlated 
with litter size, and the upper end of the 
dose-response curve may be confounded 
by smaller litters and increased fetal 
weight. Additionally, the average body 
weight of male fetuses is greater than 
that of female fetuses in the more 
commonly used laboratory animals. 

Live fetuses should be examined for 
external, visceral, and skelatal 
malformations. If only a portion of the 
litter is examined, then it is preferable 
that those to be examined be selected 
on a random basis from each litter. The 
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incidence of individual types of 
malformations and variations gives an 
indication of the types of developmental 
deviations produced by a particular 
agent. A listing of individual 
malformations and variations by fetus 
gives an indication of the pattern of 
developmental deviations. The 
incidence of external, visceral, and 
skeletal malformations gives an 
indication of which systems may be 
specifically affected. A significant 
increase in the incidence of particular 
malformations or of the total number of 
fetuses malformed per treated litter as 
compared with controls indicates a 
teratogenic effect. If variations are 
significantly increased in a dose-related 
manner, these should also be evaluated 
as a possible indication of 
developmental toxicity. The Interagency 
Regulatory Liaison Group noted that 
dose-related increases in spontaneously 
occurring defects are as relevant as 
dose-related increases in any other 
developmental toxicity end points(78). 
The number and percentage of litters 
with malformed fetuses are more 
reliable indicators of developmental 
toxicity than the number of litters with 
resorptions, since malformations do not 
occur frequently in controls. The data on 
the incidence of individual types of 
malformations and variations should be 
examined for significant changes which 
may be masked if the data on all 
malformations and variations are 
pooled. This information can also be 
used for comparison with historical 
control data. Appropriate historical 
control data are helpful in interpretation 
of major malformations, especially those 
that normally occur at a low incidence 
when seen in an individual study 
apparently unrelated to dose. 


3. Overall Evaluation of Maternal and 
Developmental Toxicity 


As discussed previously, individual 
end points are evaluated in 
developmental toxicity studies, but an 
integrated evaluation must be done 
considering all maternal and 
developmental end points in order to 
interpret the data fully. The overall 
interpretation usually consists of the 
evaluation of maternal toxicity and the 
dose levels at which it occurs, then the 
evaluation of developmental toxicity 
and the levels at which these end points 
occur. In general, an agent that produces 
changes in any of the four major classes 
of developmental toxicity at a dose that 
is minimally toxic or not toxic to the 
maternal animal is considered to have 
selective developmental effects. 
However, when effects are produced at 
maternally toxic doses by agents to 
which adult human exposure may occur 
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at toxic levels (e.g., smoking, alcohol, 
solvents), these developmental effects 
should no be ignored. 

Approaches for ranking agents for 
their selective developmental toxicity 
are being developed; Schardein(9) has 
reviewed several of these. Of current 
interest are approaches that develop 
ratios relating an adult toxic dose to a 
developmental toxic dose(29, 20, 21). 
Ratios near unity indicate that 
developmental toxicity occurs only at 
doses producing maternal toxicity; as 
the ratio increases, there is a greater 
likelihood of developmental effects 
occurring without maternal 
manifestations. Although further 
exploration and validation are 
necessary, such approaches may 
ultimately help in identifying those 
agents that pose the greatest threat and 
should be given priority for further 
testing(22). 


B. Functional teratology 


Developmental effects, which are 
inducible by exogenous agents, are not 
limited to death, structural 
abnormalities, and altered growth. 
Rather, it has been demonstrated in a 
number of instances that subtle 
alterations in the functional competence 
of an organ or a variety of organ 
systems may result from exposure 
during critical developmental periods 
that may occur between conception and 
puberty. Often, these functional defects 
are observed at dose levels below those 
at which gross malformations are 
evident(23). Much of the early work in 
this field was related to behavioral 
evaluations, and the term “behavioral 
teratology” became prominent in the 
mid 1970s. Less work has been done on 
other functional systems, but sufficient 
data have accumulated to indicate that 
the cardiopulmonary, immune, 
endocrine, digestive, urinary, and 
reproductive systems are subject to 
alterations in functional competence. 
Hence the term “functional teratology” 
has been applied to this general area. 

The variety of systems and end points 
that may be evaluated is too extensive 
to discuss here(24), (25). At present no 
standard testing procedures are 
routinely used, and this has led to 
apparent discrepancies in the outcome 
of certain studies. Some attempts to 
standardize and evaluate procedures 
are being made(26). The determination 
of functional competence often involves 
highly specialized training and 
equipment and is not generally practical 
for routine test procedures. Therefore, 
these approaches may have their 
greatest application in determining the 
nature of a suspected alteration in terms 





of its biological significanee and dose- 
response relationship. 

The means for appropriate 
interpretation of data from functional 
teratology studies is not always clear 
due to the lack of knowledge about the 
toxicological significance of specific 
functional alterations. However, several 
general concepts have arisen from the 
research to date which may be useful in 
designing studies and evaluating data. 

1. Several aspects of study design are 
similar to those used in standard 
developmental toxicity studies (e.g., a 
dose-response approach with the 
highest dose producing minimal overt 
maternal or fetal toxicity, number of 
litters large enough for adequate 
statistical power, randomization of 
animals to dose groups, litter generally 
considered the statistical unit, etc.). 

2. Replication of a study strengthens 
the confidence of data interpretation. 

3. Use of a pharmacological challenge 
may aid in evaluating function and 
“unmasking” effects not otherwise 
detectable, particularly in the case of 
organ systems that are endowed with a 
reasonable degree of functional reserve 
capacity. 

4. Choice of functional tests with a 
moderate degree of background 
variability may be more useful in 
detecting effects of agent exposure than 
tests based on functional systems with 
low variability that may be impossible 
to disrupt without being life-threatening. 
Butcher et al.(27) have discussed this 
with relation to behavioral end points. 

5. A battery of functional tests is often 
necessary to evaluate fully the 
functional competence of any given 
system; these tests may need to be 
conducted at several ages to account for 
maturational changes. 

6. Critical periods for the disruption of 
functional competence may include both 
the prenatal period to the time of 
puberty, and the effect is likely to vary 
depending on the time of exposure. 

Although interpretation of functional 
data may be difficult at present, there 
are at least two days in which the data 
from these studies. may be useful for risk 
assessment purposes. First, these 
studies can be used. to indicate whether 
or not an agent has the potential to 
cause functional alterations, and 
whether these effects occur at doses 
lower than those that produce other 
forms of toxicity. Second, if the agent in 
question is already in the environment, 
the functional data may be used for 
focusing on organ systems to evaluate in 
exposed human populations. 


C. Short-Term Testing in Development 
Toxicity 

The need for developmental toxicity 
screens has arisen from the large 
number of agents in or entering the 
environment and the increased interest 
in reducing the number of animals used ~- 
in and the expense of testing. Currently, 
two approaches are being considered for 
their applicability in the overall testing 
process: an in vivo mammalian screen 
and a variety of in vitro systems. 
Neither approach is seen at this time as 
replacing current in vivo developmental 
toxicity testing. Rather, they are being 
considered for their usefulness in 
assigning priorities for further, more 
extensive testing. 


1. In Vivo Mammalian Teratology 
Screen 


An in vivo approach developed by 
Chernoff and Kavlock(28). uses the 
pregnant mouse and. it designed to 
reduce the resources required for 
precliminary indication of 
developmental toxicity. This approach is 
based on the hypothesis that a prenatal 
insult, which results in altered 
development, will be manifested 
postnatally as reduced viability and/or 
impaired growth. In general, the test 
substance is administered over the 
period of major organogenesis at a 
single dose level that will elicit some 
degree of maternal toxicity. After birth, 
the pups.are counted and weighed on 
days 1 and 3. End points that are 
considered in the evaluation include: 
general maternal toxicity (including 
survival and weight gain), litter size, 
viability and weight of the offspring, and 
gross malformations. Basic priority 
categories for further testing have also 
been suggested: (1) Agents that induce 
perinatal death should receive highest 
priority, (2) agents inducing perinatal 
weight changes should be ranked lower 
in priority, and (3) agents inducing no 
effect should receive the lowest 
priority(28). The major goal of this test is 
to predict the potential for 
developmental toxicity of an agent in 
the species utilized. It does not increase 
the ability to.extrapolate risk to other 
species, including humans. Additional 
studies to evaluate the validity of this 
approach asa screen for developmental 
toxicity are currently being carried out, 
and a system for giving a numerical 
ranking to the results has been 
suggested to prioritize agents for further 
testing({29, 30). 


2. In Vitro Teratology Screens 


Test systems that fall under the 
general heading of “in vitro” include any 
system that employs a test subject other 
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than the intact pregnant mammal. These 
systems have long been used to assess 
events associated with normal and 
abnormal development, but only 
recently have they been considered for 
their potential as screens in testing (32, 
32, 33). Many of these systems are now 
being evaluated for their ability to 
predict the developmental toxicity of 
various agents. This validation process 
requires. certain considerations in. study 
design, including defined end points for 
toxicity and an understanding of the 
system's ability to handle various test 
agents(32, 34). A list of agents for use in 
these validation studies has been 
developed(35). 


3. Application 


When the validity of a screening 
system is established, it may be used to 
set priorities for further, more 
comprehensive in vivo testing. In many 
cases, a battery of two or more 
screening systems may be needed, 
employing tests with end points that 
collectively represent several 
embryologic processes. In addition, 
many of these systems can be applied in 
an attempt to answer specific questions 
of a dose-response, target-organ, or 
mechanistic nature. Jn vitro approaches 
may aid in establishing the effective 
dose that reaches the target tissue. 
Either the in vivo or in vitro short-term 
approaches may be useful in addressing 
structure-activity relationships and the 
synergistic-antagonistic potential of 
chemical interactions. Thus, pertinent 
information can be derived from these 
approaches and may be useful in the 
assessment of potential risk. 


D. Pharmacokinetics 


Extrapolation of data between species 
can be aided considerably by the 
availability of data on the 
pharmacokinetics of a particular agent 
in the species tested and, if possible, in 
humans. Information on half-lives, 
placental metabolism and transfer, and 
concentrations of the parent compound 
and metabolites in the maternal animal 
and conceptus may be useful in 
predicting risk for developmental 
toxicity. Such data may also be helpful 
in defining the dose-response curve, 
developing a more accurate comparison 
of species sensitivity including that of 
humans (36, 37), determining dosimetry 
at target sites, and comparing 
pharmacokinetic profiles for various 
dosing regimens or routes of exposure. 

Pharmacokinetic studies in 
developmental toxicology are most 
useful once:a developmental toxic effect 
has been produced in a give species 
with a particular agent. Pharmacokinetic 
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data for risk assessment in 
developmental toxicology ideally should 
be derived from pregnant females at the 
stage when developmental insults occur. 
Often the only data available are from 
males, nonpregnant females, or from 
pregnant females at a time unrelated to 
the event of interest (e.g., 
pharmacokinetic analyses done during 
the fetal period when malformations 
were induced early in organogenesis). 
The correlation of pharmacokinetic and 
developmental toxicity data may be 
useful in determining the contribution of 
specific pharmacokinetic parameters to 
the effects observed (38). 


E. Human Studies 


Because of the ethical considerations 
involved, little human testing has been 
or is likely to be done. Therefore, dose- 
effect developmental toxicity data from 
humans are generally not available. 
Human epidemiologic studies.may 
provide the best information for 
assessing human risk and would reduce 
the problems in species-to-species 
axtrapolation. However, interpretation 
of epidemiologic data must account for 
conrounding factors, such as maternal 
ize, parity, multiple exposures to 
=nvironmental agents, difficulty in 
obtaining accurate estimates of 
exposure levels in the environment, 
insufficient data on background 
incidence of certain developmental end 
points, etc. When human data are 
available, they can be used with other 
supporting animal data to assess human 
risk. 


F. Comparisons of Molecular Structure 


Comparisons of the chemical or 
physical properties of an agent with 
those of known developmental toxicants 
may provide some indication of a 
potential for developmental toxicity. 
Such information may be useful in 
priority-setting of Agents for testing or 
for further evaluation when only 
minimal data are available. 


G. Weight-of-Evidence Determination 


Information available from studies 
discussed previously, whether indicative 
of potential concern or not, must be 
evaluated and factored into the 
assessment. The types of data may vary 
from chemical to chemical, and certain 
types of data may be more relevant than 
other types of data in performing 
developmental toxicity assessments. 
Therefore, all data pertinent to 
developmental toxicity should be 
examined in the determination of a 
chemical's potential to cause 
developmental toxicity in humans. 
Whatever evidence may exist from 


humans must also be factored into the 
assessment. 


IV. Quantitative Assessment 


Risk assessment involves the 
description of the nature and often the 
magnitude of potential human risk, 
including a description of any attendant 
uncertainty. In the final phase of the risk 
assessment, the outputs of the 
qualitative evaluation, the dose- 
response, and the exposure data are 
combined to give qualitative and/or 
quantitative estimates of the 
developmental toxicity risk. As part of 
the risk assessment, a summary of the 
strengths and weaknesses of the hazard 
identification, dose-response 
assessment, exposure assessment, and 
the risk characterization are presented. 
Major assumptions, scientific judgments, 
and, to the extent possible, estimates of 
the uncertainties in the assessment are 
also presented. 


A. Dose-Response Assessment 


Because human dose-effect data 
usually are not available, other methods 
have been used in developmental 
toxicology for estimating exposure 
levels that are unlikely to produce 
adverse effects in humans. The dose- 
response assessment is usually based 
upon the evaluation of tests performed 
in laboratory animals. Two approaches 
frequently employed involve the use of 
safety factors and margins of safety, 
which in some respects are conceptually 
similar. However, they are computed 
differently and are often used in 
different regulatory situations. The 
choice of approach is dependent upon 
many factors, including the statute 
involved, the situation being addressed, 
the data base used, and the needs of the 
decision-maker. 

The safety factor approach is intended 
to derive a calculated exposure level 
that is unlikely to cause any 
developmental toxic responses in 
humans. The size of the safety factor 
will vary from agent to agent and will 
require the exercise of scientific 
judgment(3, 39), taking into account 
interspecies differences, the nature and 
extent of human exposure, the slope of 
the dose-response curve, and the 
severity of the developmental effects 
observed at exposure levels below 
maternal toxicity in the test species. The 
safety factor selected is then divided 
into the NOEL obtained from the most 
appropriate and/or sensitive 
mammalian species examined to obtain 
an acceptable exposure level. Currently. 
there is no one laboratory animal 
species that can be considered most 
appropriate for predicting risk to 


humans(9). Each agent shouldbe | 
considered on a case-by-case basis. 

The margin of safety approach derives 
a ratio of the NOEL from the most 
sensitive species to the estimated 
human exposure level from all potential 
sources(40). The adequacy of the margin 
of safety is then considered, based upon 
the weight of evidence, including quality 
of data, number of species affected, 
dose-response relationships, and other 
factors such as benefits of the agent. 

As discussed earlier, the preferred 
study design for a developmental 
toxicity study includes a minimum of 
three doses: a high dose that produces 
minimal maternal toxicity, at least one 
intermediate dose, and a low dose that 
demonstrates a NOEL. Nevertheless, 
there may be circumstances in that there 
is a need to perform a risk assessment 
based on the results of a study in which 
a NOEL could not be identified, but, 
rather, in which the lowest dose 
administered caused some marginally 
significant effect({s). This lowest dose 
could be identified as the lowest 
observed effect level (LOEL). In 
circumstances where a LOEL can be 
identified-it may be appropriate to 
apply an additional safety factor. The 
magnitude of this additional factor is 
dependent upon scientific judgment. In 
some instances, additional studies may 
be needed to strengthen the confidence 
in this additional safety factor. 


B. Exposure Assessment 


The results of the dose-response 
assessment are combined with an 
estimate of human exposure in order to 
obtain a quantitative estimate of risk. 
The proposed Guidelines for Exposure 
assessment are being developed 
separately and will not be discussed in 
any detail here. In general, the exposure 
assessment describes the magnitude, 
duration, schedule, and route of 
exposure. This information is developed 
from monitoring data and from 
estimates based on modeling of 
environmental exposures. Unique 
considerations relevant to 
developmental toxicity are duration and 
period of exposure as related to stage of 
gestation [i.e., critical periods), and the 
fact that a single exposure may be 
sufficient to produce adverse 
developmental effects {i.e., chronic 
exposure is not necessary for 
developmental toxicity to be 
manifested). 


C. Risk Characterization 


There are numerous uncertainties 
associated with the toxicological and 
exposure components of risk assessment 
that in the past have often not been 





readily apparent or consistently 
presented. The presentation of any 
qualitative or quantitative risk 
assessment for developmental toxicity 
should be accompanied by statements 
concerning the quality of the data, 
resolving power of the studies, number 
of end points examined, selection of 
doses, replication of the data, the 
number of species examined, 
pharmacokinetic considerations, and 
any other factors that affect the quality 
and precision of the assessment. The 
presentation of any numerical estimate 
should be sufficiently qualified as to the 
assumptions used and the accuracy of 
the estimates. 

In the assessment of developmental 
toxicity, statistical considerations 
require special attention. For example, 
the power of a study (i.e., the ability to 
demonstrate an effect), is limited by the 
sample size used in the study, the 
background incidence of the end point 
observed, and the variability in the 
incidence of the end point. As an 
example, Nelson and Holson(47) have 
shown that the number of litters needed 
to detect a 5 or 10 percent change was 
dramatically lower for fetal weight (a 
continuous variable with low 
variability) than for resorptions (a 
binomial response with high variability). 
With the current recommendation in 
testing protocol being 20 rodents per 
dose group(1, 3), it is possible to detect 
an increased incidence of malformations 
in the range of 5 to 12 times above 
control levels, an increase of 3 to 6 times 
the in utero death rate, and a decrease 
of 0.15 to 0.25 times the fetal weight. 
Thus, even within the same study, the 
ability to detect a change in fetal weight 
is much greater than for the other end 
points measured. Consequently, for 
statistical reasons only, changes in fetal 
weight are often observable at doses 
below those producing other signs of 
developmental toxicity. 

At present, there is no mathematical 
model that is generally used for 
estimating developmental toxicity 
responses below the applied dose range. 
This is due primarily to the lack of 
understanding of the biological 
mechanisms underlying developmental 
toxicity, intra/interspecies differences in 
the types of developmental events, the 
influence of maternal effects on the 
dose-response curve, and whether or not 
a threshold exists below which no effect 
will be produced by an agent. The 
assumption of a threshold is based 
largely on the biological rationale that 
the embryo is known to have some 
capacity for repair of the damage or 
insult(42), and that most developmental 
deviations are probably multifactorial in 


nature(43). However, the existence of a 
no effect level cannot be proven 
statistically. 

Discussions of risk extrapolation 
procedures have noted that further work 
is needed to improve mathematical tools 
for developing estimates of potential 
human developmental risk(39, 44). 
Gaylor(45) has suggested an approach 
for controlling risk that combines the 
use of mathematical models for low- 
dose estimation of risk with the 
application of a safety factor based on a 
preselected level of allowable risk. This 
approach is similar to appreaches 
proposed for carcinogenesis, but does 
not preclude the possibility of a 
threshold, and may provide a more 
quantitative approach to controlling 
risk. For the present, the Agency will 
continue to use safety factors and 
margins of safety as described above, 
where applicable. However, more 
appropriate models will be sought and 
applied if considered acceptable. 

These Guidelines summarize the 
procedures that the U.S. Environmental 
Protection Agency will follow in 
evaluating the potential for agents to 
cause developmental toxicity. These 
Guidelines will be reviewed and 
updated as advances are made in the 
field, since it is evident that our ability 
to evaluate and predict human 
developmental toxicity is imprecise. 
Further studies that delineate the 
mechanisms of developmental toxicity 
and pathogenesis, provide comparative 
pharmacokinetic data, and elucidate the 
functional modalities that may be 
altered by exposure to toxic agents will 
aid in the interpretation of data and 
interspecies extrapolation. These’ types 
of studies, along with further evaluation 
of the relationship between maternal 
and fetal toxicity and the concept of a 
threshold in developmental toxicity, will 
provide for the development of 
improved mathematical models to more 
precisely assess risk. 
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